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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
SUBCHAPTER  C— DRUGS 

PART  130 — NEW  DRUGS 

PART  132— REGISTRATION  OF  PRODUC¬ 
ERS  OF  DRUGS  AND  LISTING  OF  DRUGS 
IN  COMMERCIAL  DISTRIBUTION 

Establishment  of  Implementing  Regula¬ 
tions  for  the  Drug  Listing  Act  of  1972 

In  the  Federal  Register  of  December 
12,  1972  (37  FR  26431),  the  Commis¬ 
sioner  of  Food  and  Drugs  proposed  to 
amend  21  CFR  Parts  130  and  132  to 
provide  procedural  regulations  for  the 
enforcement  of  the  “Drug  Listing  Act  of 

1972, ”  an  Act  to  amend  the  Federal  Food. 
Drug,  and  Cosmetic  Act,  which  became 
effective  on  February  1,  1973.  Interested 
persons  were  invited  to  submit  comments 
on  the  proposal  within  40  days.  Com¬ 
ments  were  received  from  six  trade  asso¬ 
ciations  and  18  manufacturers.  In  addi¬ 
tion.  members  of  the  Industry  met  with 
representatives  of  the  Food  and  Drug 
Administration  to  discuss  a  means  of 
achieving  compatibility  between  the  Na¬ 
tional  Drug  Code  (NDC)  and  the  Uni¬ 
versal  Product  Code  (UPC),  a  retail  in¬ 
dustry  identification  number. 

The  principal  comments  received  and 
the  Commissioner’s  conclusions  are  as 
follows : 

1.  Three  drug  manufacturers  and  one 
trade  association  objected  to  the  state¬ 
ment  in  the  preamble  that  the  first  list¬ 
ing  of  drugs  will  be  required  during  June 

1973.  These  persons  state  that  the  Drug 
Listing  Act  and  the  legislative  history 
clearly  reflect  a  congressional  mandate 
that  the  first  listing  of  drugs  would  not 
be  required  until  the  time  of  the  first 
registration  under  section  510  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
which  occurs  after  the  effective  date  of 
the  Drug  Listing  Act.  They  noted  that 
subsection  510(b)  requires  such  registra¬ 
tion  on  or  before  December  31  of  each 
year.  Accordingly,  they  believe  that  per¬ 
sons  subject  to  the  new  drug  listing  re¬ 
quirements  should  not  be  required  to 
submit  drug  listings  prior  to  registra¬ 
tion  in  December  1973. 

The  Commissioner  does  not  agree  with 
these  comments.  All  persons  who  are  reg¬ 
istered  are  required  under  section  510- 
(j)(2)  to  provide  drug  listing  informa¬ 
tion  once  during  the  month  of  Jime  of 
each  year  and  once  during  the  month  of 
December  of  each  year.  Thas,  for  per¬ 
sons  who  are  registered  prior  to  Febru¬ 
ary  1,  1973,  the  first  drug  list  must  be  re¬ 
ported  during  the  month  of  June  1973. 
In  enacting  the  Drug  Listing  Act  of  1972, 
Congress  Intended  to  provide  the  Food 
and  Drug  Administration  with  the  legis¬ 
lative  authority  to  compile  a  list  of  cur¬ 
rently  market^  drugs  In  order  to  assist 
the  Agency  in  the  enforcement  of  Federal 
laws  requiring  that  drugs  be  safe  and  ef¬ 
fective,  and  not  adulterated  or  mis¬ 
branded.  In  light  of  this  congressional 
intent  to  protect  the  public  health,  the 
Comissloner  can  find  no  justification  for 
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delaying  the  filing  of  the  first  drug  list¬ 
ing  informatimi  beyond  June  1973. 

The  Commissioner  wishes  to  make  clear 
that  the  filing  of  the  drug  list  is  separate 
from  registration.  Persons  already  reg¬ 
istered  are  not  required  to  “re-register” 
during  June  1973.' Persons  who  register 
imder  subsection  510  (c)  or  (d)  between 
February  1  and  June  1, 1973,  are  required 
vmder  section  510(j)(l)  to  file  the  drug 
listing  information  at  the  time  of  regis¬ 
tration.  However,  because  of  the  time 
needed  by  the  Food  and  Drug  Adminis¬ 
tration  to  develop  procedures  for  han¬ 
dling  this  information  and  for  informing 
the  affected  industry  as  to  how  this  in¬ 
formation  is  to  be  reported,  the  Commis¬ 
sioner  has  determined  that  persons  who 
register  under  §  510  (c)  or  (d)  betwe«i 
February  1  and  June  1,  1973,  will  not  be 
required  to  submit  the  drug  listing  in¬ 
formation  until  June  1973. 

2.  Four  manufacturers  of  in  vitro  di¬ 
agnostic  products  objected  to  the  request 
that  they  register  and  submit  drug  list¬ 
ing  information.  The  objections  were 
based  primarily  on  the  contention  that 
in  vitro  diagnostic  products  differ  in 
many  ways  from  conventional  drug 
products  and  these  differences  make  the 
proposed  regulations  inappropriate  for 
such  products.  They  further  contend 
that  many  of  these  products  are  devices 
and  therefore  not  subject  to  the  drug 
registration  and  listing  provisions  of  the 
Act. 

In  vitro  diagnostic  products  that  are 
drugs  are  clearly  subject  to  all  of  the 
drug  provisions  of  the  Act,  including  the 
provisions  of  section  510.  In  vitro  diag¬ 
nostic  products  which  are  determined  to 
be  devices  are  not  subject  to  section  510 
of  the  Act  and  are  therefore  not  subject 
to  registration  and  listing.  In  any  doubt¬ 
ful  cases,  the  courts  have  held  that  the 
Food  and  Drug  Administration  has  the 
legal  authority  to  classify  such  products 
as  drugs.  Rather  than  attempt  to  classify 
all  such  products  as  drugs  or  devices, 
the  Commissioner  has  proposed  to  estab¬ 
lish  a  new  procediu*e  containing  labeling 
requirements  and  a  mechanism  for  es¬ 
tablishing  standards  governing  these 
products  (37  FR  16613).  The  Food  and 
Drug  Administration  is  seeking  the  co¬ 
operation  of  the  industry  to  register  and 
submit  drug  listing  in  order  to  eliminate 
the  need  for  regulatory  action  to  obtain 
the  information. 

The  Food  and  Drug  Administration 
has  the  authority  administratively  to 
determine  whether  products  are  drugs 
or  devices.  Until  new  device  legislation 
is  enacted,  and  where  the  authority  in¬ 
herent  in  section  505  of  the  Act  is  nec¬ 
essary  to  adequately  protect  the  public 
health,  products  which  may  be  devices 
in  the  classic  sense  will  be  regarded  as 
new  drugs.  No  such  determination  will 
be  necessary  for  listing  purposes  pro¬ 
vided  that  the  manufacturers  of  all  In 
vitro  diagnostic  products  register  and 
submit  the  listing  Information. 

Two  manufacturers  of  in  vitro  diag¬ 
nostic  products  requested  that  the  Food 
and  Drug  Administration  allow  such 
manufacturers  imtll  December  1973  to 


submit  listing  information.  The  basis  for 
this  request  is  that  most  manufacturers 
of  in  vitro  diagnostic  products  did  not 
participate  in  the  voluntary  drug  inven¬ 
tory  program  and  will  therefore  require 
more  time  to  develop  listing  information. 
The  Commissioner  has  considered  this 
request  and  has  concluded  that  a  June 
1973  reporting  date  should  allow  ample 
time  for  the  submission  of  listing  infor¬ 
mation. 

3.  One  manufacturer,  while  acknowl¬ 
edging  that  the  preamble  to  the  proposed 
regulations  recognizes  that  they  dupli¬ 
cate,  in  some  respects,  existing  reporting 
requirements  under  sections  505,  507, 
and  512  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  and  section  351  of  the  Pub¬ 
lic  Health  Service  Act,  urged  that  steps 
be  taken  to  eliminate  such  duplication 
in  the  final  regulations.  The  Commis¬ 
sioner,  although  recognizing  the  prob¬ 
lems  associated  with  the  duplicity  of 
many  of  the  reporting  requirements,  has 
concluded  that  it  would  be  premature  to 
eliminate  or  reduce  this  duplicity  until 
the  procedures  of  the  drug  listing  reg¬ 
ulations  become  fully  operational.  The 
Commissioner  has  determined  that  Con¬ 
gress,  in  enacting  the  Drug  Listing  Act, 
was  aware  that  some  of  the  information 
required  to  be  submitted  in  the  drug  list¬ 
ing  is  required  to  be  submitted  to  the 
Food  and  Drug  Administration  under 
existing  regulations.  However,  Congress 
clearly  intended  that  procedures  be  es¬ 
tablished  for  compiling  the  Information 
required  by  the  Drug  Listing  Act  in  a 
single  system.  As  was  stated  in  the  pre¬ 
amble  to  the  proposal,  when  the  drug 
listing  regulations  become  fully  opera¬ 
tive,  steps  will  be  undertaken  to  relieve 
the  duplication,  but  such  steps  will  still 
be  compatible  with  the  need  for  ready 
availability  of  the  information  for  review 
purpxises. 

4.  Two  manufacturers  submitted  com¬ 
ments  concerning  the  definition  of  “es¬ 
tablishment”  in  S  132.1(a).  One  manu¬ 
facturer  requested  that  clinical  chem¬ 
istry  laboratories  be  exempted  from  that 
part  of  the  definition  regarding  “inde¬ 
pendent  laboratories  that  ragage  in  con¬ 
trol  activities  for  registered  establish¬ 
ments  (e.g.,  consulting  laboratories).” 
This  manufacturer  expressed  concern 
that  such  laboratories  will  no  longer  be 
willing  to  perform  such  services  if  they 
are  required  to  register.  The  manufac¬ 
turer  also  stated  that  the  particular 
laboratory  used  by  a  manufacturer  is 
generally  prcHirietory  information  and 
that,  if  the  Commissioner  feels  it  to  be 
essential  that  he  be  aware  of  these  clini¬ 
cal  laboratories,  the  manufacturer  should 
submit  the  names  of  those  he  is  using  as 
a  separate  part  of  his  drug  listing  in¬ 
formation. 

The  Commissioner  rejects  the  request 
that  consulting  laboratories  not  be  re¬ 
quired  to  register.  The  definition  of  “es¬ 
tablishment”  in  the  proposed  regulations 
remains  unchanged  frbm  that  in  the 
current  regulations  (21  CFR  132.1(b)) 
and  consulting  laboratories  are  already 
required  to  register.  Such  consulting 
laboratories  are  required  to  register  in- 
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dependently  of  the  firm  for  whom  they 
periorm  servlcas.  Establishments  who 
utilize  the  services  of  these  ccnsulting 
laboratories  are  not  required  to  identify 
such  laboratories  in  either  their  regis¬ 
tration  or  drug  listing  submission.  How¬ 
ever,  this  does  not  exempt  establish¬ 
ments  from  providing  this  informaticm 
to  the  Food  and  Drug  Administration 
when  specifically  requested. 

A  manufacturer  stated  that,  since  the 
proposed  regulations  can  have  no  appli¬ 
cability  to  foreign  establishments  not 
registered  under  the  Act,  the  definition 
of  the  term  establishment  should  be 
amended  to  include  only  establishments 
registered  under  the  Act.  The  Commis¬ 
sioner  disagrees  with  this  statement  and 
sees  no  need  to  amend  the  definition  of 
establishment  as  suggested  by  this  manu¬ 
facturer.  The  definition  neither  requires 
nor  prohibits  registration  of  foreign  es¬ 
tablishments.  However,  the  1972  law 
clearly  requires  a  foreign  drug  manufac¬ 
turer  to  comply  with  the  drug  listing  re¬ 
quirements  of  the  Act,  whether  or  not  he 
Is  registered.  No  unlisted  drug  may  be 
imported  into  the  United  States.  The 
proposed  regulations  contain  no  require¬ 
ments  regarding  the  registration  of  for¬ 
eign  establishments.  The  Commissioner 
published  In  the  Federal  Register  of 
May  24.  1972  (37  FR  10510),  a  proposal 
concerning  the  registration  of  foreign 
drug  establishments  and  a  final  order  in 
this  regard  will  be  issued  at  a  later  date. 

5.  One  manufacturer  urged  that  the 
definition  of  “commercial  distribution”  In 
S  132.1(d)  be  revised  so  as  to  exclude 
products  which  are  merely  being  distrib¬ 
uted  by  a  drug  manufacturer.  This  man¬ 
ufacturer  commented  that  section  510(j) 
of  the  Act  requires  the  submission  of  drug 
listing  information  only  for  those  drugs 
which  the  establishment  manufactures, 
prepares,  propagates,  compounds,  or 
processes.  In  addition,  the  manufacturer 
stated  that  if  establishments  include  in 
their  listing  drugs  which  they  merely 
distribute,  the  Food  and  Drug  Admin¬ 
istration  will  receive  a  false  count  as  to 
the  number  of  drugs  actually  being  man¬ 
ufactured  in  this  coimtry. 

The  Commissioner  has  considered 
these  comments  but,  in  view  of  revisions 
of  S  132.2  in  the  final  regulations  as  to 
who  must  register  and  submit  a  drug 
list,  has  concluded  that  no  revision  in 
the  definition  of  commercial  distribution 
is  necessary.  Firms  that  merely  distrib¬ 
ute  drug  products  and  do  not  meet  the 
definition  of  “manufacture,  preparation, 
propagation,  compounding,  or  process¬ 
ing”  of  a  drug  in  §  132.1(c)  are  not  re¬ 
quired  to  register.  In  the  final  regulations 
a  new  §  132.2(b)  is  added  to  allow  dis¬ 
tributors  (who  are  otherwise  exempted 
from  registration)  to  furnish  drug  list¬ 
ing  information  directly  to  the  Pood  and 
Drug  Administraticm  for  those  products 
which  they  distribute  under  their  own 
label  but  which  are  manufactured,  pre¬ 
pared.  propagated,  compoimded,  proc¬ 
essed,  repackaged  or  otherwise  changed 
in  regard  to  container,  wrapper,  or  label¬ 
ing  by  a  registered  establishment.  In 
such  an  Instance,  the  Food  and  Drug 
Administration  will  assign  a  “Labeler 


Code”  to  the  distributor  and  transmit 
drug  listing  instructions.  To  avoid  du¬ 
plicity  in  the  stdnnission  of  drug  listing 
information,  registered  establishments 
are  not  required  to  submit  drug  listing 
information  for  those  products  for  which 
the  distributor  has  submitted  this  infor¬ 
mation  directly  to  the  Food  and  Drug 
Administration.  This  procedure  is  cov¬ 
ered  in  paragraph  12(b)  of  this 
preamble. 

6.  Two  trade  associations  and  six 
manufacturers  filed  comments  concern¬ 
ing  the  definition  of  “any  material 
change”  in  $  132.1(g).  In  general,  these 
comments  suggested  that  the  definition 
be  revised  to  clarify  that  only  “material 
or  significant”  changes  in  the  labeling  of 
a  prescription  drug  or  in  the  label  or 
package  insert  of  an  over- the-coim ter 
drug  are  to  be  reported.  In  response  to 
these  comments,  the  applicable  phrase  of 
the  definition  of  “any  material  change” 
has  been  revised  in  the  final  regulation 
to  read  “any  significant  change  in  the 
labeling  of  a  prescription  drug,  and  any 
significant  change  in  the  label  or  pack¬ 
age  insert  of  an  over-the-counter  drug.” 
(Changes  that  are  not  significant  include 
changes  in  arrangement  or  printing  or 
changes  of  an  editorial  natme. 

7.  One  trade  association  submitted 
comments  regarding  the  definition  of 
bulk  drug  substance  in  §  132.1(h).  The 
trade  association  said  that  it  is  not  the 
intent  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  to  require  noncommercial 
in-house  or  subsidiary  transfer  of  bulk 
drugs  to  conform  to  the  requirements  of 
the  Drug  Listing  Act.  They  recommended 
that  in  order  to  exclude  domestic  and 
foreign  internal  transfers  of  bulk  drug 
substances  from  the  drug  listing  require¬ 
ments,  the  phrase  “or  internal  transfers 
of  bulk  drug  substances”  should  be  added 
to  the  end  of  the  last  sentence  in  §  132.1 
(h). 

The  Commissioner  agrees  that  it  was 
not  intended  that  owners  or  operators 
of  registered  establishments  report  as  a 
separate  entity  on  the  drug  list  a  bulk 
drug  substance  which  is  manufactured, 
prepared,  propagated,  compounded,  or 
processed  at  one  registered  domestic  es¬ 
tablishment  for  noncommercial  Internal 
or  interplant  transfer  for  additional 
processing  to  another  registered  domestic 
establishment  within  the  same  parent, 
subsidiary,  and/or  affiliate  company. 
However,  because  of  the  need  to  obtain 
and  compile  information  on  all  drugs 
(bulk  as  well  as  finished  dosage  forms) 
which  are  imported  into  the  United 
States  and  the  requirements  as  set  forth 
in  $  132.31  that  no  drug  may  be  imported 
into  the  United  States  imless  it  is  first 
the  subject  of  a  drug  listing,  the  proceed¬ 
ing  statement  concerning  internal  or  in¬ 
terplant  transfers  of  a  bulk  drug  sub¬ 
stance  does  not  apply  to  such  transfers 
between  foreign  and  domestic  establish¬ 
ments  regardless  if  these  establishments 
are  within  the  same  parent,  subsidiary, 
and/or  affiliate  company. 

Therefore  the  definition  of  “Commer¬ 
cial  distribution”  (1132.1(d))  is  revised 
by  adding  the  following  phrase  “but  does 
not  include  internal  or  Interplant  trans¬ 


fer  of  a  bulk  drug  substance  between 
registered  domestic  establishments  with¬ 
in  the  same  parent,  subsidiary,  and/or 
affiliate  company.” 

8.  Four  trade  associations  and  one 
manufacturer  offered  comments  regard¬ 
ing  who  must  register  and  submit  a  drug 
list  (S  132.2).  One  trade  association 
stated  that  a  corporate  group  should  be 
permitted  to  designate  a  single  corporate 
member  as  the  central  registrant, 
regardless  of  so-called  “parent”  or 
“subsidiary”  relationship,  so  long  as 
there  exists  joint  owner^ip  and  con¬ 
trol  among  all  the  companies  and  sug¬ 
gested  that  the  parenthetical  clauses  in 
§  132.2(a)  be  expanded  to  read  “(except 
•  *  •  parent,  subsidiary  and/or  affiliate 
companies).”  This  same  trade  associa¬ 
tion  also  commented  that  the  Food  and 
Drug  Administration  should  emphasize 
in  the  final  order  that  establishments 
operating  in  intrastate  commerce  (in¬ 
cluding  those  marketing  virus,  senun, 
toxin,  or  analogous  products  for  treat¬ 
ment  of  domestic  animals  in  intrastate 
commerce)  are  required  to  register  their 
establishments  and  list  their  products. 
One  trade  association  suggested  that  the 
phrase  “a  list  of  drugs  used”  be  used  in 
place  of  the  phrase  “drug  listing”  in  that 
part  of  the  last  sentence  in  §  132.2(a) 
relating  to  the  manufacturing,  prepara¬ 
tion,  propagation,  compoimding,  or 
processing  of  an  animal  feed  bearing  or 
containing  an  animal  drug.  Another 
trade  association  stated  that  when  the 
registration  requirements  contained  in 
§  132.2  are  viewed  in  context  with  the 
information  required  in  registration  and 
drug  listings  as  set  forth  in  §  132.5,  it 
could  be  required  that  an  “NDC”  number 
be  assigned  when  a  new  drug  application 
(NDA)  is  Initially  submitted.  This  trade 
association  suggested  that  the  proposal 
be  revised  to  require  an  “NDC”  number 
assignment  only  when  finished  labeling 
for  an  approved  NDA  is  submitted.  One 
manufacturer  submitted  a  similar  com¬ 
ment  remarking  that,  because  of  the 
long  time  span  between  submission  of  a 
now  drug  application,  new  smimal  drug 
application,  antibiotic  Forms  5  or  6,  or 
Form  1800  (Medicated  Feed  Application) 
and  FDA  approval  thereof,  filings  under 
this  regulation  should  be  deferred  until 
submission  of  final  printed  labeling  or 
some  other  act  occurring  late  In  the 
pendency  of  the  application.  One  trade 
association  suggested  that  intermediate 
premixes,  feed  additive  concentrates,  and 
feed  additive  supplements  be  exempt 
from  drug  listing  along  with  medicated 
feeds. 

The  Commissioner  agrees  that  a  cor¬ 
porate  group  should  be  permitted  to 
submit  listing  information  for  all  sub¬ 
sidiaries  and  or  affiliate  companies  when 
operations  are  conducted  at  more  than 
one  establishment  so  long  as  there  exists 
joint  ownership  and  control  among  all 
the  establishments.  However,  each  es¬ 
tablishment  must  be  registered  separ¬ 
ately.  Tills  is  what  was  intended  in  the 
proposal.  To  clarify  this  Intent,  the  par¬ 
enthetical  clauses  In  S  132.2(a)  have  been 
expanded  In  the  final  order  to  read  “(ex¬ 
cept  •  •  •  parent,  subsidiary  and  or  af- 
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filiate  company,  for  all  establishments 
when  operations  are  conducted  at  more 
than  one  establishment  so  long  as  there 
exists  joint  ownership  and  control  among 
all  the  establishments) 

While  agreeing  competely  with  the 
comment  made  regarding  the  applicabil¬ 
ity  of  the  registration  and  drug  listing 
requirements  of  section  510  of  the  Act  to 
establishments  engaged  in  intrastate 
commerce,  the  Commissioner  sees  no 
need  to  clarify  these  requirements.  Sec¬ 
tion  132.2(a)  as  proposed  already  con¬ 
tains  the  statement  that  all  establish¬ 
ments  are  required  to  register  and  submit 
drug  listing  information  “whether  or  not 
the  output  of  such  estabishment  or  any 
particular  drug  so  listed  enters  interstate 
commerce.” 

Section  132.51(g)  exempts  from  regis¬ 
tration,  domestic  manufacturers  of  a 
virus,  serum,  toxin,  or  analogous  product 
intended  for  the  treatment  of  domestic 
anlmsds,  who  hold  an  unsuspended  and 
unrevoked  license  issued  by  the  Secretary 
of  Agriculture.  Thus,  any  intrastate 
manufacturer  of  such  products,  or  any 
'  manufactmer  of  such  products  who  for 
any  other  reason  does  not  hold  a  USDA 
license,  is  required  to  register  and  submit 
a  drug  list. 

The  Commissioner  rejects  the  com¬ 
ment  that  the  phrase  “a  list  of  drugs 
used”  be  used  in  place  of  phrase  “drug 
listing”  in  $  132.2(a).  Drug  listing  re¬ 
quires  more  than  just  the  submission  of 
a  list  of  drugs  used. 

The  Commissioner  has  considered  the 
comments  concerning  the  registration 
and  drug  listing  requirements  contained 
in  proposed  §§  132.2(b)  and  132.5.  Most 
of  these  conunents  reflect  a  lack  of  un¬ 
derstanding  of  the  proposed  regulations. 
Establishment  registration  is  entirely 
separate  from  drug  listing.  Establish¬ 
ments  are  required  to  register  under 
§  132.2  within  5  days  after  beginning  op¬ 
erations  or  after  the  submission  of  a  new 
drug  application,  new  animal  drug  ap¬ 
plication,  Form  1800  (Medicated  Pe^ 
Application),  antibiotic  Forms  5  or  6,  or 
an  establishment  license  application  in 
order  to  manufacture  biological  prod¬ 
ucts.  At  the  time  of  such  registration, 
the  owners  or  operators  of  such  estab¬ 
lishments  are  required  to  submit  a  list 
of  every  drug  in  commercial  distribution. 
However,  since  drugs  subject  to  section 
505,  506,  507,  or  512  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  or  351  of  Uie 
Public  Health  Service  Act  may  not  be 
commercially  distributed  prior  to  ap¬ 
proval  by  the  Food  and  Drug  Adminis¬ 
tration,  it  is  not  necessary  for  an  estab¬ 
lishment  to  include  such  products  in  the 
drug  listing  Information  until  approval 
for  the  commercial  marketing  of  these 
products  has  been  obtained.  An  NDC 
number  will  not  be  assigned  to  such 
drugs  until  after  commercial  distribu¬ 
tion  of  these  products  has  been  approved 
by  the  Food  and  Drug  Administration 
and  the  information  required  by  §  132.5 
concerning  these  drugs  has  been  included 
In  the  establishment’s  drug  listing  sub¬ 
mission.  In  order  to  clarify  that  regis¬ 
tration  and  drug  listing  are  separate  re¬ 


quirements,  separate  forms  will  be  used. 

The  Commissioner  has  determined  that 
all  animal  drugs  including  animal  feeds 
bearing  or  containing  animal  drugs  are 
subject  to  the  registration  and  drug  list¬ 
ing  requirements  of  the  Drug  Listing 
Act.  As  stated  in  the  preamble,  however, 
it  is  the  opinion  of  the  Food  and  Drug 
Administration  that  the  intent  of  the 
Drug  Listing  Act  can  be  fulfilled  at  this 
time  by  limiting  the  drug  listing  require¬ 
ments  to  animal  dosage  form  drugs  and 
drug  premixes.  The  term  “drug  premixes” 
refers  to  all  premixes  which  are  intended 
to  be  used  in  the  manufacture  of  an 
animal  feed  as  defined  in  section  201  (x) 
of  the  act.  Manufacturers  of  animal  feeds 
including  feed  concentrates,  feed  supple¬ 
ments,  and  complete  animal  feeds,  bear¬ 
ing  or  containing  an  animal  drug  are 
exempted  by  the  Commissioner  in  §  132.- 
2(a)  from  furnishing  driig  listing  infor¬ 
mation  at  this  time.  Such  manufacturers, 
however,  are  required  to  register  their 
establishments.  In  order  to  clarify  this 
policy,  an  appropriate  change  has  been 
made  in  the  last  sentence  of  §  132.2(a). 

9.  One  trade  association  and  six  manu¬ 
facturers  submitted  comments  regarding 
$  132.5.  One  manufacturer  suggested 
that  the  statement  “bulk  drug  substance” 
should  be  deleted  from  §  132.5(b)  (1). 
This  manufacturer  stated  that  since  the 
bulk  drug  substance  is  identified  in  each 
sulHnission  as  required  under  sections 
505,  506,  507,  and  512  of  the  FDC  Act, 
and  in  view  of  §  132.5(b)  (6)  of  this 
regulation,  in  our  judgement  to  require 
an  additicmal  listing  of  the  bulk  drug 
substance  information  represents  an  un¬ 
necessary  duplication  of  effort.  Another 
manufacturer  commented  that  it  is  im- 
necessary  to  utilize  the  concept  of  “bulk 
drug  substance”  in  the  regulations  since 
the  Act  is  concerned  with  commercial 
distribution,  which  should  be  limited 
to  drugs  prepared  in  final  dosage  form 
and  not  extended  to  those  fine  chemicals 
which  may  technically  be  drugs  and 
which  are  intended  for  interplant  ship- 
mCTit.  One  other  manufacturer  sug¬ 
gested  that  §  132.5(b)(2)  be  clarified  as 
to  whether  or  not  only  one  representa¬ 
tive  container  or  carton  label  need  be 
submitted  for  each  drug  where  differ¬ 
ences  exist  only  in  that  such  labeling 
designates  the  drug  package  for  hospital 
use  only  or  indicates  different  storage 
conditions  because  of  the  use  of  a  differ¬ 
ent  package  system.  Still  another  manu¬ 
facturer  recommended  that  the  final 
order  clarify  that,  where  submission  of 
labeling  is  required,  only  that  labeling 
which  is  cxirrently  in  use  should  be  sub¬ 
mitted.  This  manufacturer  was  con¬ 
cerned  that  someone  woiild  interpret  the 
requirement  for  the  submissitm  of  “a 
copy  of  sdl  labeling”  to  mean  cumulative 
submission  of  labeling  (i.e.,  all  labeling 
used  up  to  the  time  of  the  submission). 
One  manufacturer  suggested  that  S  132.- 
5(b)  (3),  (5),  and  (6)  be  revised  to  in¬ 
clude  a  reference  to  section  151  of  the 
Virus,  Serum,  Toxin,  and  Analogous 
Products  Act  so  as  to  include  veterinary 
biological  products.  Two  manufacturers 
and  one  trade  association  commented 


that  the  reference  to  section  512  of  the 
Act  hi  S  132.5(b)  (4),  should  be  deleted 
because  new  animal  drugs  are  not  sub¬ 
ject  to  section  503(b)  (1)  of  the  Act.  One 
manufacture  urged  that  the  require¬ 
ments  for  listing  of  premixes  be  simpli¬ 
fied,  perhaps  by  permitting  filing  on 
categories  of  such  products,  listing 
ranges  of  the  various  a^ve  ingredients, 
rather  than  requiring  separate  filings 
for  custom  manufacture  of  drug  premixes 
for  animal  feeds. 

The  Commissioner  has  rejected  the 
suggestion  recommending  that  the  state¬ 
ment  “bulk  drug  substance”  be  deleted 
from  §  132.5(b)  (1).  There  Is  no  duplica¬ 
tion  in  the  requirements  for  listing  for 
bulk  drug  substances  In  §  132.5(b)  (1) 
and  (6)  or  in  any  parts  of  §  132.5  where 
reference  is  made  to  sections  505,  506, 
507,  and  512  of  the  Act. 

The  Commissioner  agrees  with  the 
comment  by  one  manufacturer  that  the 
drug  listing  requirements  of  the  Act  are 
concerned  solely  with  drugs  In  commer¬ 
cial  distribution.  However,  he  disagrees 
that  drug  listing  should  be  limited  to 
drugs  prepared  in  final  dosage  form.  The 
Commissioner  believes,  that,  in  order  for 
the  Pood  and  Drug  Administration  to 
enforce  the  provisions  of  the  act  to  pro¬ 
tect  the  public  health,  it  is  necessary  to 
obtain  and  compile  drug  listing  informa¬ 
tion  for  all  drugs,  including  bulk  drugs 
substances,  which  are  commercially  dis¬ 
tributed.  The  Commissioner  has  clarified 
the  position  of  the  Food  and  Drug  Ad¬ 
ministration  concerning  the  noncommer¬ 
cial  internal  or  Interplant  transfer  of 
bulk  drug  substances  in  paragraph  7 
above  in  dealing  with  comments  received 
regarding  §132.2. 

The  Commissioner  has  reviewed  the 
comment  concerning  the  requirements  of 
§132.5(b)(2)  for  the  submission  of  con¬ 
tainer  or  carton  labels  and  has  deter¬ 
mined  that  where  such  labeling  desig¬ 
nates  the  drug  package  for  hospital  use 
only,  or  indicates  different  storage  con¬ 
ditions  because  of  the  use  of  a  different 
package  system,  a  copy  of  such  labeling 
is  to  be  submitted  along  with  a  copy  of 
all  other  labeling  as  required  in  §  132.5 
(b)(2).  The  Commissioner  sees  no  need 
to  amend  §  132.5(b)  (2)  to  clarify  this 
statement  since  §  132.5(b)(2)  as  written 
requires  the  submission  of  a  copy  of  all 
labeling  except  as  specifically  provided 
for  in  the  section. 

In  order  to  clarify  that,  where  sub¬ 
mission  of  labeling  is  required,  only 
labeling  which  is  currently  in  use  should 
be  submitted,  the  Commissioner  has  con¬ 
cluded  that  the  word  “current”  is  to  be 
inserted  between  the  words  “all”  and 
“labeling”  where  they  appear  in 
§  132.5(b)  (2)  and  (4), 

The  Commissioner  has  rejected  the 
suggestion  that  §  132.5(b)  (3),  (5),  and 
(6)  be  revised  to  Include  a  reference  to 
section  151  of  the  Virus,  Serum,  Toxin, 
and  Analogous  Products  Act  so  as  to  In¬ 
clude  veterinary  biological  products.  The 
Virus,  Serum,  Toxin,  and  Analogous 
Products  Act  is  enforced  by  the  U.S.  De¬ 
partment  of  Agriculture.  §  132.51(g)  in 
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the  proposed  regulation  contains  an  ex¬ 
emption  from  registration  for  any  manu¬ 
facturer  of  a  virus,  serum,  toxin,  or 
analogous  products  intended  for  treat¬ 
ment  of  domestic  animals,  who  holds  an 
unsuspended  and  unrevoked  license  is¬ 
sued  by  the  Secretary  of  Agriculture. 

The  Commissioner  agrees  with  the 
comments  that  animal  drugs  are  not 
subject  to  section  503(b)(1)  of  the  Act, 
and  thus  that  both  prescription  animal 
drugs  and  OTC  animal  drugs  are  subject 
to  §  132.5(b)(5)  and  are  not  subject  to 
S  132.5(b)(4).  §  132.5(b)(4)  is  revised  in 
the  final  order  to  clarify  this  policy. 

In  order  to  simplify  the  procedures 
for  drug  listing  for  drug  premixes, 
the  Commissioner  has  determined  that 
S  132.5(b)  (6)  should  be  revised  in  the 
final  order  to  provide  that,  for  such 
products,  •  the  quantitative  listing 
of  ingredients  may  be  limited  to  each 
variation  of  level  of  active  drug 
ingredient.” 

10.  One  manufacturer  commented  that 
S  132.6  describing  the  updating  of  the 
drug  listing  should  be  clarified  so  as  to 
Indicate  that  only  major  changes  are 
required  to  be  submitted.  This  manufac¬ 
turer  expressed  concern  that  S  132.6 
could  be  Interpreted  as  requiring  that  all 
labeling  revisions,  regardless  of  how 
minor,  must  be  submitted  periodically 
and  that  this  places  an  imwarranted  and 
extreme  bmden  on  the  manufacturers  of 
drug  products.  The  Commissioner  has 
determined  that  it  was  not  intended  that 
manufacturers  be  required  to  submit,  at 
the  time  of  the  updating  of  the  drug  list¬ 
ing  information,  copies  of  revised  label¬ 
ing  where  the  revision  consists  only  of 
minor  changes  in  arrangement  or  print¬ 
ing  or  changes  of  an  editorial  natm-e. 
Section  132.6(a)  (4)  of  the  proposed 
regulations  provides  that  the  drug  list¬ 
ing  update  is  to  include  any  material 
change  in  any  information  previously 
submitted.  As  noted  in  paragraph  6  of 
this  preamble,  the  definition  of  “any 
material  change"  in  §  132.1(g)  has  been 
revised  in  the  final  order  to  clarify  that 
only  significant  changes  in  labels  or 
labeling  need  be  submitted  and  specifi¬ 
cally  excludes  minor  changes  in  arrange¬ 
ment  or  printing  or  changes  of  an  edi¬ 
torial  nature.  In  view  of  the  revision  in 
S  132.1(g),  the  Commissioner  has  con¬ 
cluded  that  there  is  no  need  to  revise 
S  132.6  as  suggested  in  this  comment. 

11.  One  trade  association  and  three 
manufacturers  submitted  comments  con¬ 
cerning  9  132.7,  relating  to  additional 
drug  listing  information.  Two  of  the 
manufactmers  and  the  trade  association 
suggested  that  paragraphs  (b)  and  (c) 
of  this  section  regarding  the  volimtary 
submission  of  production  data  and  a 
qualitative  listing  of  the  inactive  in¬ 
gredients,  respectively,  be  deleted.  These 
commentors  stated  that  request  for  the 
voluntary  submissl<m  of  such  informa¬ 
tion  should  not  be  included  in  regula¬ 
tions  implementing  an  act  where  CTon- 
gress  has  specifically  stated  that  the 
authority  to  require  such  Information  is 
not  authorized  by  the  enabling  statute. 
One  of  these  manufacturers  remarked 


that  if  productiMX  data  and  qualitative 
listing  of  ingredients  is  desir^  in  spe¬ 
cific  cases,  the  Food  and  Drug  Adminis¬ 
tration  should  request  such  information, 
by  letter,  from  the  manufacturer.  One 
manufacturer  suggested  that  prior  to 
requesting  submission  of  information  re¬ 
garding  in  vitro  diagnostic  reagraits 
which  is  deemed  to  be  necessary  to  carry 
out  the  purposes  of  the  Act,  or  that  is 
requested  on  a  voluntary  basis,  the  Com¬ 
missioner  should  seek  comments  as  to 
the  appropriateness  of  such  submissions 
by  way  of  a  proposal  in  the  Federal 
Register.  This  manufacturer  com¬ 
mented  that,  although  this  information 
may  be  of  value  when  dealing  with  tra¬ 
ditional  drugs  administered  or  applied 
to  man,  they  were  not  certain  such  in¬ 
formation  would  be  useful  for  in  vitro 
diagnostic  reagents. 

In  the  opinion  of  the  Commissioner 
the  comment  regarding  the  request 
in  §  132.7  (b)  and  (c)  for  the  vol¬ 
untary  submission  of  production  data 
and  a  qualitative  listing  of  the  inactive 
Ingredients  was  adequately  discussed  in 
the  preamble  to  the  proposal  (37  FR 
26432).  The  information  in  that  para¬ 
graph  continues  to  be  applicable  here. 
The  Commissioner  has  concluded  that 
the  term  “production  data”  in  9  132.7  (b) 
does  not  adequately  describe  the  intent 
of  this  section  of  the  regulations.  In  order 
to  clarify  this  intent,  the  term  “produc¬ 
tion  data"  in  9  132.7(b)  has  been  replaced 
in  the  final  order  by  the  phrase  “infor¬ 
mation  concerning  the  quantity  of  drug 
distributed.” 

The  Commissioner  sees  no  merit  in  the 
suggestion  that,  prior  to  requesting  or 
requiring  the  submission  of  information 
regarding  in  vitro  diagnostic  reagents,  he 
seek  comments  as  to  the  appropriateness 
of  such  submissions  by  way  of  a  proposal 
in  the  Federal  Register.  In  paragraph  2 
of  this  preamble  the  Commissioner  set 
forth  the  position  of  the  Food  and  Drug 
Administration  regarding  the  inclusion 
of  in  vitro  diagnostic  products  for  cover¬ 
age  under  these  regulations.  The  proce¬ 
dures  for  obtaining  information  regard¬ 
ing  in  vitro  diagnostic  products  will  be 
the  same  as  those  established  for  obtain¬ 
ing  such  information  for  all  other  prod¬ 
ucts  subject  to  these  regulations. 

12.  Five  trade  associations  and  11 
manufacturers  submitted  comments  con¬ 
cerning  9  132.8,  relating  to  notification 
of  the  registrant  of  the  drug  establish¬ 
ment  registration  number  and  drug 
listing  number.  One  trade  association 
suggested  that  the  Food  and  Drug  Ad¬ 
ministration  revise  the  regulations  as 
necessary  to  insure  that  the  manufac¬ 
turer  identification  number  issued  imder 
the  National  Drug  Code  system  is  com¬ 
patible  with  the  new  animal  drug  appli¬ 
cation  “sponsor”  number  assigned  under 
21  CFR  135.501.  One  manufacturer  ques¬ 
tioned  if  a  “Labeler  Code"  will  be  as¬ 
signed  to  firms  who  distribute  drugs 
under  their  own  label  which  are  manu¬ 
factured,  prepared,  propagated,  com¬ 
pounded,  or  processed  by  a  registered 
establishment.  Two  trade  associations 
and  eight  manufacturers  recommended 


against  the  requirement  in  9  132.8(b)  (3) 
regarding  the  exclusive  use  of  the  Na¬ 
tional  Drug  Code  number  on  labeling. 
Their  comments  noted  that  product 
labels  will  normally  include  several  sets 
of  numbers,  including  a  list  number,  a 
lot  number,  a  label  number,  a  patent 
number,  a  license  number,  etc.,  and  ques¬ 
tioned  whether  such  numbers  are  to  be 
prohibited.  One  trade  association  stated 
that  the  National  Drug  Code  System  is 
not  adequate  to  provide  for  the  retrieval 
of  comparative  information  about  drug 
products,  is  too  long  for  practical  use  in 
hospital  systems,  and  cannot  identify  the 
pharmacologic-therapeutic  category  of 
any  drug.  One  trade  association  and  four 
manufacturers  objected  to  the  require¬ 
ments  in  9  132.8(b)  (3)  (i)  and  (li)  re¬ 
garding  the  placement  of  the  National 
Drug  Code  number  on  the  label.  They 
indicated  that  the  regulations  should 
be  revised  to  indicate  that  the  National 
Drug  Code  numbers  be  placed  “promi¬ 
nently”  on  the  label;  that  there  appears 
to  be  no  logical  reason  for  the  require¬ 
ment  that  the  initials  “NDC"  be  in  a 
different  color  or  type  style  than  that 
used  to  print  the  National  Drug  Code 
number;  and  that  there  is  no  need  for  the 
use  of  insignificant  leading  and  following 
zeroes  in  the  National  Drug  Code  number 
as  it  appears  on  the  label.  One  manufac¬ 
turer  commented  that  a  qualifying  state¬ 
ment  should  be  incorporated  in  9  132.8 
(b)  (3)  to  indicate  that  when  a  National 
Drug  Code  number  is  used  in  drug  label¬ 
ing,  the  specific  provisions  of  9  132.8(b) 
(3)  (i)  and  (ii)  apply  only  to  labeling  re¬ 
designed  after  publication  of  the  final 
order.  One  trade  association  recom¬ 
mended  that  custom  medicated  premixes 
be  exempted  from  the  product  identifi¬ 
cation  provisions  of  the  National  Drug 
Code.  Tliis  association  noted  that,  be¬ 
cause  such  premixes  are  formulations 
which  are  changed  frequently,  particu¬ 
larly  with  regard  to  the  vitamin  and 
mineral  ingredients,  to  permit  certain 
accommodations  of  the  needs  of  the  feed 
manufacturer,  routine  assignment  of 
product  code  numbers  to  each  of  these 
formulations  is  not  practical.  The  asso¬ 
ciation  indicated  that,  if  such  exemption 
is  not  deemed  possible,  consideration 
should  be  given  to  a  “class  of  drugs" 
identification  procedure.  Two  trade  as¬ 
sociations  and  one  manufacturer  recom¬ 
mended  that  the  National  Drug  Code 
system  be  made  compatible  with  the  Uni¬ 
versal  Product  Code  system  being  de¬ 
veloped  by  the  retail  Industry.  In  addi¬ 
tion  to  these  written  comments  filed  with 
the  Hearing  Clerk  concerning  the  com¬ 
patibility  of  the  National  Drug  Code  and 
the  Universal  Product  Code,  members  of 
the  affected  industry  met  with  represent¬ 
atives  of  the  Pood  and  Drug  Adminis¬ 
tration  to  discuss  this  issue. 

The  Commissioner  has  carefully  con¬ 
sidered  each  of  the  comments  received 
regarding  9  132.8  together  with  other 
pertinent  information  and  his  conclu¬ 
sions  concerning  these  comments  are  as 
follows ; 

a.  The  new  animal  drug  application 
“sponsor”  numbers  assigned  to  manufac- 
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turers  under  21 CFR  135.501  are  intended 
to  eliminate  the  need  for  rep>etition  of 
names  and  addresses  of  each  manufac¬ 
turer  in  regxilations  published  pursuant 
to  section  512(i)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  The  Commis¬ 
sioner  believes  that  it  is  premature  to 
revise  these  “sponsor”  numbers  imtil  the 
procedures  of  the  drug  listing  regulations 
become  fully  operational.  However,  when 
such  regvilations  become  fully  opera¬ 
tional,  steps  will  be  taken  to  assure  com¬ 
patibility  between  the  “Labeler  Code” 
segment  of  the  National  Drug  Code  and 
the  new  animal  drug  application  “spon¬ 
sor”  niunber. 

b.  “Private-label”  distributors  of  drugs 
are  not  required  to  register  under  sec¬ 
tion  510  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  if  they  do  not  engage  in  any 
of  the  activities  set  out  in  9  132.1(c). 
However,  the  Commissioner  has  con¬ 
cluded  that  such  distributors  may  submit 
drug  listing  information  to  the  Food  and 
Dn^  Administration  for  those  products 
which  they  distribute  under  their  ovra 
label  or  trade  name  but  which  are  manu¬ 
factured,  prepared,  propagated,  com¬ 
pounded,  or  processed  by  a  registered 
establishment,  in  lieu  of  submission  by 
the  establishment.  Distributors  submit¬ 
ting  drug  listing  information  to  the  Food 
and  Drug  Administration  will  be  as¬ 
signed  a  “Labeler  Code”  under  the  Na¬ 
tional  Drug  Code  system.  Registered 
establishments  shall  be  responsible  for 
submitting  drug  listing  information  and 
for  obtaining  from  the  Food  and  Drug 
Administration  a  “Labeler  Code”  which 
imiquely  identifies  each  of  the  various 
private-label  distributors  for  whom  the 
establishment  manufactures,  prepares, 
propagates,  compounds,  or  processes  drug 
products  for  commercial  distribution  if 
such  distributors  do  not  submit  drug  list¬ 
ing  information  directly  to  the  Food  and 
Drug  Administration  and  so  certify  in 
writing  to  the  registered  establishment. 
Section  132.2  is  revised  in  the  final  order 
to  permit  “private-label”  distributors  to 
submit  drug  listing  information  and  to 
be  assigned  a  “Labeler  Code.” 

c.  There  are  valid  reasons  why  the 
National  Drug  Code  number  should  not 
be  the  only  “registration  or  similar  num¬ 
ber”  which  may  appear  in  labeling.  Ac¬ 
cordingly,  the  sentence  “no  other  regis¬ 
tration -or  similar  number  may  appear  in 
labeling”  is  deleted  from  §  132.8(b)  (3) 
in  the  final  order. 

d.  The  comment  that  the  National 
Drug  Code  System  is  not  adequate  to 
provide  for  the  retrieval  of  comparative 
Information  about  drug  products,  is  too 
long  for  practical  use  in  hospital  systems, 
and  cannot  identify  the  pharmacologic- 
therapeutic  category  of  any  drug,  is 
rejected  as  being  without  merit.  The 
Commissioner  has  determined  that  the 
National  Drug  Code  system,  which  is 
specifically  provided  for  in  the  Drug 
Listing  Act,  is  adequate  to  allow  the 
Food  and  Drug  Administration  to  re¬ 
trieve  Information  concerning  drugs 
being  commercially  marketed  In  the 
United  States  to  the  extent  provided  for 
in  the  act,  and  as  necessary  to  protect 
the  public  health. 


e.  The  Commissioner  believes  that  the 
requirements,  with  the  exception  of  the 
use  of  leading  zeros.  In  9  132.8(b)  (3) 

(i)  and  (11)  concerning  the  placement 
of  the  National  Drug  Code  number  on 
the  label,  are  necessary  in  order  to  as¬ 
sure  that  this  number  is  prominently 
displayed  on  the  label  and  is  readily 

graphic  and 

printed  matter  on  the  label.  Where  the 
National  Drug  Code  is  shown  in  drug 
labeling,  it  is  provided  that  the  leading 
Mros  in  any  segment  of  the  National 
Drug  Code  shall  appear  to  prevent 
errors  in  transcription  and  to  assure 
compatibility  with  the  Universal  Prod¬ 
uct  Code.  Where  the  National  Drug  Code 
is  used  for  product  identification  by  di- 
^t  imprinting  on  dosage  forms,  lead¬ 
ing  zeros  may  be  dropped  from  the  prod¬ 
uct  segment  of  the  National  Drug  Code 
Section  132.8(b)(3)  is  amended  in  the 
final  regulation  to  reflect  this  change 
in  the  use  of  leading  zeros  in  the  Na¬ 
tional  Drug  Code  number. 

f.  There  is  no  need  to  revise  §  132.8 
(b)  (3)  to  include  a  qualifying  statement 
that,  where  the  National  Drug  Code  is 
already  being  used  in  labeling,  the  spe¬ 
cific  provisions  of  §  132.8(b)  (3)  (i)  and 

(ii)  apply  only  to  labeling  redesigned 
after  publication  of  the  final  order.  Rea¬ 
sonable  time  for  the  affected  industry  to 
redesign  labels  and  labeling  as  may  be 
necessitated  by  any  of  the  provisions  of 
these  regulations  is  permitted.  Manu¬ 
facturers  are  allowed  to  redesign  their 
labels  and  labeling  to  conform  to  the 
provisions  of  these  regulations  at  the 
time  of  the  first  printing  of  labels  and 
labeling  on  or  after  July  1,  1973. 

g.  In  response  to  the  comment  re¬ 
garding  the  assignment  of  the  Product 
Code  segment  of  the  National  Drug  Code 
number  to  custom  medicated  premixes, 
§  132.8(b)  is  revised  in  the  final  regula¬ 
tion  to  provide  for  the  assignment  of  a 
separate  Product  Code  only  to  such  pre¬ 
mixes  where  there  is  a  variation  in  the 
level  of  the  active  drug  ingredient. 


h.  The  policy  of  the  Pood  and  Drug 
Administration  is  to  encourage  the  use 
of  the  National  Drug  Code  number  on  all 
drug  labels  and  labeling,  including  the 
label  of  any  prescription  drug  container 
furnished  to  a  consumer.  The  Commis¬ 
sioner  believes  that  such  use  of  the 
National  Drug  Code  is  in  the  interest  of 
the  public  health  and  will  be  of  signifi¬ 
cant  value  for  the  Food  and  Drug  Ad¬ 
ministration  in  maintaining  surveillance 
over  the  distribution  of  drugs  in  the 
United  States.  The  retail  industry  is  de¬ 
veloping  a  Universal  Product  Code  which 
will  be  assigned  to  every  product  sold  by 
participating  retailers  throughout  the 
United  States.  The  Universal  Product 
Code  will  be  translated  into  a  standard 
symbol  that  is  preprinted  on  each  CMi- 
sumer  package  and  electronically 
scanned  at  retail  checkouts  to  facilitate 
retail  price  totaling  and  inventory  con¬ 
trol.  The  CommlssicKier  has  determined 
that  it  is  not  the  policy  of  the  Pood  and 
Drug  Administration  to  prevent  industry 
from  developing  procedures  to  assist  In 
the  control  and  marketing  of  drug  prod¬ 


ucts  lixsofar  as  such  procedures  do  not 
conflict  with  public  health  considera¬ 
tions.  The  Commissioner  has  concluded 
that  in  order  to  encourage  the  use  of  the 
National  Drug  Code  on  drug  labels  and 
labeling  and  to  reduce  the  multiplicity  of 
product  identification  numbers  appear¬ 
ing  on  drug  labels  and  labeling,  pro¬ 
cedures  shall  be  established  to  assure 
that  the  National  Drug  Code  is  com¬ 
patible  with  the  Universal  Product  Code. 
Agreement  has  been  reached  by  members 
of  the  industry  and  the  Food  and  Drug 
Administration  on  procedures  to  achieve 
compatibility  of  the  National  Drug  Code 
(NDC)  and  the  Universal  Product  Code. 
Section  132.8  is  amended  in  the  final 
order  to  reflect  these  procedures  to  assure 
compatibility  between  the  National  Drug 
Code  and  the  Universal  Product  Code. 

13.  Comments  on  §  132.9,  relating  to 
Inspection  of  registrations  and  drug 
listings,  were  received  from  six  manufac¬ 
turers  and  three  trade  organizations. 
The  principal  comments  were  that  full 
confidentiality  should  be  afforded  to  all 
information  voluntarily  submitted  and 
which  a  manufacturer  indicates  is  confi¬ 
dential  or  of  a  nature  that  he  would  not 
ordinarily  disclose;  the  phrase  “a  matter 
of  public  knowledge”  as  used  in  the  regu¬ 
lation  is  too  vague  and  uncertain;  £ind 
the  proposed  regulations  fail  to  clearly 
state  that  any  of  the  information  sup¬ 
plied  on  the  listing  form  which  consti¬ 
tutes  a  trade  secret  or  is  otherwise 
entitled  to  confidential  treatment  will 
not  be  available  for  public  disclosure. 
Several  of  the  commenters  requested 
that  the  comments  which  they  previously 
submitted  in  regard  to  the  public  infor¬ 
mation  proposal  published  in  the  Federal 
Register  on  May  15,  1972  (37  FR  9128) , 
be  applied  to  this  proposal  as  well. 

The  applicable  statutes  (18  U.S.C.  1905 
and  21  U.S.C.  331(j))  provide  for  the 
confidentiality  of  trade  secrets  obtained 
from  a  person.  Tlie  Pood  and  Drug  Ad¬ 
ministration  is  boimd  by  these  statutes 
and  will  treat  as  confidential  all  infor¬ 
mation  that  has  been  demonstrated  by 
the  submitter  as  falling  within  the  con¬ 
fidentiality  provisions  of  either  of  those 
statutes.  The  information  which  is  listed 
in  the  regulation  as  being  illustrative  of 
the  type  of  Information  that  will  be 
available  for  public  disclosure  is  that 
which  is  clearly  not  subject  to  the  above- 
cited  statutes. 

14.  The  following  comments  were  re¬ 
ceived  in  regard  to  9  132.31,  relating  to 
drug  listing  ^requirements  for  foreign 
drug  establishments.  One  manufacturer 
commented  that  firms  frequently  import 
a  new  drug  either  in  finished  or  bulk 
form,  w'hich  does  not  have  an  approved 
new  drug  application  or  antibiotic  or 
Form  5  or  6,  to  stockpile  the  drug  in  an¬ 
ticipation  of  FDA  approval.  The  firm 
stated  that  since  a  new  drug  cannot  be 
listed  until  it  has  been  approved,  9  132.31 
should  be  amended  to  allow  importation, 
but  not  commercial  distribution  prior  to 
drug  listing.  Another  manufacturer  rec¬ 
ommended  that  the  entire  9  132.31  be 
deleted  from  the  regrulation  because  for¬ 
eign  drug  firms  are  not  required  to  reg- 
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Ister  and  therefore  cannot  be  reQuired  to 
submit  drug  listing  informatlcm. 

The  Commissioner  has  concluded  that 
the  drug  listing  requirements  apply  only 
to  products  in  commercial  distribution, 
as  defined  in  S  132.1(d)  of  the  proposal. 
Shipment  or  deLvery  of  a  new  human 
drug  that  is  being  imported  or  offered 
for  Import  into  the  United  States  pur¬ 
suant  to  the  investigational  use  provi¬ 
sions  of  9  130.3  is  not  commercial  dis¬ 
tribution  and  the  drug  is  not  required 
to  be  listed.  Section  132.31(b)  is  revised 
to  clarify  this  point. 

The  Commissioner  does  not  agree  with 
the  contention  that  because  foreign  drug 
firms  are  not  required  to  register  they 
cannot  be  required  to  submit  drug  listing 
Information.  The  piupose  of  the  Drug 
Listing  Act  Is  to  provide  the  Commis¬ 
sioner  with  a  current  list  of  each  drug 
commercially  distributed  in  the  United 
States.  Without  information  on  imports 
such  a  list  would  be  Incomplete.  It  would 
also  be  a  gross  inequity  to  Impose  such  a 
requirement  on  domestic  producers  while 
not  imposing  a  comparable  requirement 
on  imports.  The  act  is  clear  on  this  point 
and  the  legislative  history  also  demon¬ 
strates  that  Congress  intended  foreign 
manufacturers  to  submit  listing  informa¬ 
tion  on  any  drug  which  they  import 
into  the  United  States  for  commercial 
distribution. 

15.  Questions  have  been  raised  about 
the  justification  for  the  exemption 
presently  contained  in  9  132.51(h),  for 
governmental  officers  and  employees, 
particularly  in  light  of  the  clear  cMi- 
gressional  intent  expressed  in  the  Drug 
Listing  Act  that  a  single  list  be  developed 
for  all  drug  products  distributed  in  inter¬ 
state  or  Intrastate  commerce  in  the 
United  States.  The  Commissioner  has 
concluded  that  registration  and  a  listing 
of  drugs  manufactured,  prepared,  propa¬ 
gated,  compounded,  or  processed  by  any 
governmental  agency,  officer,  or  employee 
is  clearly  within  the  Intent  of  the  Drug 
Listing  Act  and  is  required  to  carry  out 
the  public  health  purposes  of  the  act. 
Accordingly,  this  exemption  is  no  longer 
in  the  public  interest  and  has  been  de¬ 
leted  in  the  final  regulations. 

16.  Two  manufacturers  and  two  trade 
associations  submitted  comments  con¬ 
cerning  9  132.51,  relating  to  exemptions 
for  domestic  establishments.  One  trade 
as.sociation  suggested  that  the  introduc¬ 
tion  to  this  section  should  be  revised  to 
include  the  t^rase  “and/or  filing  of  drug 
information.”  One  manufacturer  recom¬ 
mended  that  this  section  be  revised  by 
adding  a  new  paragraph  to  exempt  inter¬ 
mediate  premixes.  feM  additive  concen¬ 
trates,  and  feed  additive  supplements. 
One  trade  association  and  one  manufac¬ 
turer  suggested  that  9  132.51(f)  be 
revised  by  deleting  the  phrase  “or  drug- 
containing  feed  concentrates”  that  ap¬ 
pears  in  two  places  and  by  substituting 
the  term  “PD  Form  1800”  for  the  term 
“an  antibiotic  Form  10.” 

The  Commissioner  agrees  with  the 
comment  that  the  Introduction  of  this 
secticm  should  be  revised  to  include  a 
phrase  such  as  “and/or  flffing  of  drug 


information”  and  the  Introduction  has 
been  revised  accordingly. 

The  Commissioner  in  paragraph  8  of 
this  preamble  gave  his  conclusions  con¬ 
cerning  the  comments  that  intermediate 
premixes,  feed  additive  conc^itrates,  and 
feed  additive  supplements  be  exempt 
along  with  medicated  feeds  from  drug 
listing.  These  conclusions  are  applicable 
to  the  comments  received  regarding 
9  132.51.  In  addition,  the  Commissioner 
wishes  to  make  it  clear  that  manufac¬ 
turers  of  medicated  feeds,  including  feed 
additive  concentrates,  feed  additives  sup¬ 
plements,  and  complete  animal  feeds,  are 
required  to  register  except  as  specifically 
provided  for  in  9  132.5(f) . 

The  Commissioner  has  revised  9  132.5 
(f)  in  the  final  order  to  refiect  the  com¬ 
ments  made  regarding  the  deletion  of 
the  phrase  “or  drug-containing  feed 
concentrates”  that  appears  in  two  traces 
and  the  substitution  of  the  term  “FD 
Form  1800”  for  the  term  “an  antibiotic 
Form  10.” 

All  other  comments  have  been  care¬ 
fully  considered  by  the  Commissioner 
and,  where  deemed  to  be  appropriate, 
have  been  incorporated  into  the  regula¬ 
tions  as  set  forth  below. 

In  additicm  to  revising  the  pr(H>osal  to 
refiect  the  comments  received,  the  Ccwn- 
missioner  has  added  to,  deleted,  and  re¬ 
arranged  parts  of  the  proposal  as  he 
deemed  necessary  for  the  implementa¬ 
tion  of  the  proposed  regulations. 

Therefore,  pursuant  to  the  provisions 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  502,  505,  506,  507,  510,  512. 
701(a).  704;  52  Stat.  1040-1042  as 
amended,  1050-1053  as  amended,  1055, 
and  1057  as  amended;  21  U.S.C.  321,  352, 
355,  356,  357,  360,  360(b).  371(a).  and 
374) ,  the  Public  Health  Service  Act  (sec. 
351,  58  Stat.  702,  as  amended;  42  U.S.C. 
262)  and  the  Drug  Listing  Act  of  1972 
(Public  Law  92-387;  86  Stat.  559-562), 
and  under  authority  delegated  to  the 
Commissioner  (21  CFR  2.120),  Parts  130 
and  132  are  amended  as  follows: 

1.  In  Part  130  by  adding  a  new  sub- 
paragraph  (4)  to  9  130.27(c)  as  follows: 

§  130.27  Withdrawal  of  approval  of  an 
application. 

•  •  •  •  • 

(c)  •  •  • 

(4)  That  the  am>licant  has  failed  to 
comply  with  the  notice  requirements  of 
section  510 (J)  (2)  of  the  act. 

m  0  m  m  m 

2.  By  revising  Part  132  to  read  as 
follows: 

Subpart  A — Dafinitions 

Sec. 

133.1  Definitions. 

Subpart  B — Procedures  for  Domestic  Drug 
Establishments 

133.3  Who  must  register  and  submit  a 

drug  list. 

133A  Times  for  registration  and  drug  list¬ 
ing. 

133.4  How  and  where  to  register  and  list 

drugs. 

133J  Inf<»matlon  required  In  registration 
and  drug  listing. 

183.6  Updating  drug  listing  Infcmnatlon. 


133.7  Additional  drug  listing  Information. 

133.8  Notification  of  registrant;  drug  es¬ 

tablishment  registration  number 
and  drug  listing  number. 

133.9  Inspection  of  registrations  and  drug 

listings. 

133.10  Amendments  to  registration. 

133.11  Misbranding  by  reference  to  regis¬ 

tration  or  to  registration  number. 

Subpart  C — Procedures  for  Foreign  Drug 
Establishments 

133.31  Drug  listing  requirements  for  for¬ 
eign  drug  establishments. 

Subpart  D — Exemptions 

132.51  Exemptions  for  domestic  establish¬ 
ments. 

Aothoritt:  Federal  Food,  Drug,  and  Cos¬ 
metic  Act,  secs.  201,  502,  505,  506,  507,  510, 
512,  701(a),  704;  52  Stat.  1040-1042  as 
amended,  1050-1053  as  amended,  1055,  and 
1057  as  amended;  21  US.C.  321,  352,  355,  356, 
357,  360,  360(b),  371(a).  and  374,  the  Pub¬ 
lic  Health  Service  Act,  sec.  351,  58  Stat.  702, 
as  amended;  43  UJ3.C.  262;  and  the  Drug 
Listing  Act  of  1072,  Public  Law  92-387;  86 
Stat.  659-562;  and  authority  delegated  to 
Commissioner,  21  CFR  2.120. 

Subpart  A — Definitions 
§  132.1  Definitions. 

(a)  The  term  “act”  means  the  Federal 
Food,  Drug,  and  Cosmetic  Act  approved 
June  25,  1938  (52  Stat.  1040  et  seq.,  as 
amended.  21  U.S.C.  301-392) . 

(b)  “Establishment”  means  a  place  of 
business  under  one  management  at  one 
general  physical  location.  The  term  in¬ 
cludes,  among  others,  independent  labo¬ 
ratories  that  engage  in  control  activities 
for  registered  drug  establishment  (e.g., 
“consulting”  laboratories),  manufactur¬ 
ers  of  medicated  feeds  and  of  vitamin 
products  that  are  “drugs”  within  the 
meaning  of  section  201(g)  of  the  act, 
human  blood  donor  centers,  and  animal 
facilities  used  for  the  production  or  con¬ 
trol  testing  of  licensed  biologicals. 

(c)  Manufacture,  preparation,  propa¬ 
gation,  compounding,  or  processing  of  a 
drug  or  drugs  means  the  making  by 
chemical,  physical,  biological,  or  other 
procedures  of  any  articles  which  meet 
the  definition  of  drugs  as  defined  in  sec¬ 
tion  201(g)  of  the  act.  and  including 
manipulation,  sampling,  testing,  or  con¬ 
trol  procedures  applied  to  the  final  prod¬ 
uct  or  to  any  part  of  the  process.  The 
term  Includes  repackaging  or  otherwise 
changing  the  container,  wrapper,  or 
labeling  of  any  drug  package  in  further¬ 
ance  of  the  distribution  of  the  drug  from 
the  original  place  of  manufacture  to  the 
person  who  makes  final  delivery  or  sale 
to  the  ultimate  consumer. 

(d)  “Commercial  distribution”  means 
any  distribution  of  a  human  drug  except 
pursuant  to  the  investigational  use  pro¬ 
visions  of  9  130.3  of  this  chapter,  and 
any  distribution  of  an  animal  drug  or 
an  animal  feed  bearing  or  containing  an 
animal  drug  for  noninvestlgatlonal  uses 
but  does  not  include  internal  or  inter¬ 
plant  transfer  of  a  bulk  drug  substance 
between  registered  domestic  establish¬ 
ments  within  the  same  parent,  subsidi¬ 
ary,  and/or  affiliate  company. 
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(e)  “Representative  sampling  of  ad¬ 
vertisements”  means  typical  advertising 
material  (excluding  labeling  as  de¬ 
termined  in  §  1.105(1)  (2)  of  this  chap¬ 
ter)  which  gives  a  balanced  picture  of  the 
promotional  claims  being  used  for  the 
drug  (e.g.,  if  more  than  one  medical 
journal  advertisement  is  used  but  their 
promotional  content  is  essentially  identi¬ 
cal,  only  one  need  be  submitted). 

(f)  “Representative  sampling  of  any 
other  labeling”  as  used  in  this  part  means 
typical  labeling  material  (excluding 
labels  and  package  inserts)  which  gives 
a  balanced  picture  of  the  promotional 
claims  being  used  for  the  drug  (e.g.,  if 
more  than  one  brochirre  is  used  but  their 
promotional  content  is  essentially  identi¬ 
cal,  only  one  need  be  submitted). 

(g)  “Any  material  change”  includes 
but  is  not  limited  to  any  change  in  the 
name  of  the  drug,  in  the  quantity  or 
identity  of  the  active  ingredient(s)  or 
in  the  quantity  or  identity  of  the  in¬ 
active  Ingredlent(s)  where  quantitative 
listing  of  all  Ingredients  is  required  pvur- 
suant  to  §  132.7(a)  (2),  any  significant 
change  in  the  labeling  of  a  prescription 
drug,  and  any  significant  change  in  the 
label  or  package  insert  of  an  over-the- 
coimter  drug.  (Thanges  that  are  not  sig¬ 
nificant  include  changes  in  arrangement 
or  printing  or  changes  of  an  editorial 
nature. 

(h)  “Bulk  drug  substance”  means  any 
substance  that  is  represneted  for  use  in 
a  drug  and  when  used  in  the  manufactiu'- 
ing,  processing,  or  packaging  of  a  drug 
becomes  an  active  ingredient  or  a  fin¬ 
ished  dosage  form  of  such  drug,  but  does 
not  include  intermediates  used  in  the 
sjmthesis  of  such  substances. 

(1)  “Advertising”  and  “labeling”  in¬ 
clude  the  promotional  material  described 
in  S  1.105(1)  (1)  and  (2)  of  this  chapter 
respectively. 

(j)  The  definitions  and  interpretations 
contained  in  sections  201  and  510  of  the 
act  shall  be  applicable  to  such  terms 
when  used  in  this  Part  132. 

Subpart  B — Procedures  for  Domestic 
Drug  Establishments 

§  132.2  ^lio  muM  register  and  subntit 
a  drug  list. 

(a)  Owners  or  operators  of  all  drug 
establishments,  not  exempt  under  sec- 
ti(xi  510(g)  of  the  act  or  Subpart  D  of 
this  Part  132,  that  engage  in  the  manu¬ 
facture,  preparation,  propagation,  com¬ 
pounding,  or  processing  of  a  drug  or 
drugs  are  required  to  register  and  to  sub¬ 
mit  a  list  of  every  drug  in  conunercial 
distribution  (except  that  listing  infor¬ 
mation  may  be  submitted  by  the  parent, 
subsidiary,  and/or  affiliate  company  for 
all  establishments  when  operations  are 
conducted  at  more  than  one  establish¬ 
ment  and  there  exists  Joint  ownership 
and  control  among  all  the  establish¬ 
ments).  Such  owners  or  operators  are 
required  to  register  and  to  submit  a  list 
of  every  drug  in  commercial  distribution 
(except  that  listing  information  may  be 
submitted  by  the  parent,  subsidiary,  and/ 
or  affiliate  company  for  all  establish¬ 
ments  when  operations  are  conducted  at 
more  than  one  establishment  and  tb^re 


exists  Joint  ownership  and  control  among 
all  the  establishments),  whether  or  not 
the  output  of  such  establishment  or  any 
particular  drug  so  listed  enters  interstate 
commerce,  except  that  drug  listing  is  not 
required  at  this  time  for  the  manufac¬ 
turing,  preparation,  propagation,  com¬ 
pounding,  or  processing  of  an  animal  feed 
(including  a  feed  concentrate,  a  feed 
supplement,  and  a  complete  animal 
feM)  bearing  or  containing  an  animal 
drug. 

(b)  Distributors  which  are  not  other-' 
wise  required  to  register  under  section 
510  of  the  act,  may  submit  drug  listing 
Information  directly  to  the  Food  and 
Drug  Administration  for  those  drugs 
which  they  distribute  under  their  own 
label  or  trade  name  but  which  are  manu¬ 
factured,  prepared,  proi>agated,  com- 
poimded,  or  processed  by  a  registered  es¬ 
tablishment.  Where  drug  listing  Infor¬ 
mation  is  submitted  by  a  distributor,  the 
registration  number  of  the  drug  estab¬ 
lishment  which  manufactured,  prepared, 
propagated,  compoimded,  or  processed 
the  drug  shall  be  included  for  each  drug 
listed.  If  a  distributor  does  not  elect  to 
obtain  a  “Labeler  Code”  the  registered 
establishment  shall  submit  the  dnig  list¬ 
ing  Information.  Such  submissions  and 
requests  for  Labeler  Codes  shall  be  made 
on  Form  FD-2658  (Registered  Establish¬ 
ments’  Report  of  Private  Label  Distribu¬ 
tors).  All  distributors  submitting  drug 
listing  Information  to  the  Food  and  Drug 
Administration  assume  full  responsibil¬ 
ity  for  compliance  with  all  of  the  require¬ 
ments  of  this  part.  Each  distributor  at 
the  time  of  esu;h  submission  of  drug  list¬ 
ing  information  or  updating  as  required 
imder  !  132.6  shall  so  certify  to  the  reg¬ 
istered  establishment  that  such  submis¬ 
sion  has  been  made  by  providing  a  signed 
copy  of  Form  FD-2656  (Registration  of 
Drug  Establishment)  to  the  registered 
establishment  which  msmufactures,  pre¬ 
pares,  propagates,  compounds,  or  proc¬ 
esses  the  drug,  TTie  original  of  Form  FD- 
2656  (Registration  of  Drug  Establish¬ 
ment)  showing  such  certification  shall 
be  submitted  to  the  Food  and  Drug  Ad¬ 
ministration.  Such  certification  shsJl  be 
accompanied  by  a  list  showing  the  Na¬ 
tional  Drug  Code  niunber  assigned  to 
each  drug  product  by  the  distributor, 

(c)  Preparatory  to  engaging  in  the 
manufacture,  preparation,  propagation, 
compoimding,  or  processing  of  a  drug, 
owners  or  operators  of  establishments 
who  are  submitting  new  drug  ap¬ 
plications,  new  animal  drug  applications. 
Form  FD-1800  (Medicated  ^ed  Appli¬ 
cation)  ,  antibiotic  Forms  5  and  6,  or  an 
establishment  license  application  in 
order  to  manufacture  biological  prod¬ 
ucts  are  required  to  register  before  the 
new  drug  application,  new  animal  drug 
application.  Form  FD-1800,  antibiotic 
Form  5  or  6,  or  establishment  license 
application  are  approved. 

(d)  No  registration  fee  is  requlred. 
Registration  and  listing  do  not  constitute 
an  admission  or  agreement  or  determi¬ 
nation  that  a  product  is  a  “drug”  within 
the  meaning  of  sectlcm  201(g)  of  the 
act. 


§  132.3  Times  for  registration  and  drug 
listing. 

The  owner  or  operator  of  an  establish¬ 
ment  entering  Into  an  operation  defined 
in  1 132.1(c)  shall  register  such  estab¬ 
lishment  within  5  days  after  the  begin¬ 
ning  of  such  operation  and  submit  a  list 
of  every  drug  in  commercial  distribution 
at  that  time.  If  the  owner  or  operator  of 
the  establishment  defined  in  S  132.1(c) 
has  not  previously  entered  into  such  op¬ 
eration,  registration  shall  follow  within 
5  days  after  the  submission  of  a  new  drug 
application,  new  animal  drug  applica¬ 
tion,  Form  FD-1800,  antibiotic  Form  5  or 
6,  or  an  establishment  license  application 
in  order  to  manufacture  biological  prod¬ 
ucts.  Owners  or  operators  of  all  estab¬ 
lishments  so  engaged  shall  register  an¬ 
nually  between  November  15  and 
December  31  and  shall  update  their  drug 
listing  Information  every  Jime  and 
December. 

§  132.4  How  and  where  to  register  and 
list  drugs. 

(a)  The  first  registration  of  an 
establishment  shall  be  on  Form  FD- 
2656  (Registration  of  Drug  Establish¬ 
ment)  obtainable  on  request  from  the 
Department  of  Health,  Education,  and 
Welfare,  Food  and  Drug  Administration, 
Bureau  of  Drugs,  Registration  Section, 
5600  Fishers  Lane,  Rockville,  MD  20852, 
or  from  Food  and  Drug  Administration 
district  offices.  Subsequent  annual  reg¬ 
istration  shall  also  be  accomplished  on 
Form  FD-2656  (Registration  of  Drug 
Establishment),  which  will  be  furnished 
by  the  Food  and  Drug  Administration  be¬ 
fore  November  15  of  each  year  to  estab¬ 
lishments  whose  drug  registration  for 
that  year  was  validated  pm^uant  to 
S  132.8.  The  ccxnpleted  form  shall  be 
mailed  to  the  above  address  before 
December  31  of  that  year. 

(b)  The  first  list  of  drugs  and  sub¬ 
sequent  June  and  December  updatings 
shall  be  on  Form  FD-2657  (Drug  Product 
Listing),  obtainable  upon  request  as 
described  in  paragraph  (a)  of  this  sec¬ 
tion.  In  lieu  of  Form  FD-2657  (Drug 
Product  Listing) ,  tapes  for  computer  in¬ 
puts  may  be  submitted  if  equivalent  in 
all  elements  of  information  as  specified 
in  Form  FD-2657  (Drug  Product  List¬ 
ing).  All  formats  proposed  for  such  use 
will  require  initial  review  and  approval 
by  the  Food  and  Drug  Administration. 

§  132.5  Information  required  in  regis¬ 
tration  and  drug  listing. 

(a)  Form  FI>-2656  (Registration  of 
Drug  Establishment)  requires  furnishing 
or  confirming  information  required  by 
the  act.  This  information  Includes  the 
name  and  street  address  of  the  drug 
establishment,  including  post  office  ZIP 
code;  all  trade  names  used  by  the  estab¬ 
lishment;  the  kind  of  ownership  or  op¬ 
eration  (that  is,  individually  owned  part¬ 
nership,  or  corporation) ;  and  the  name 
of  the  owner  or  operator  of  such  estab¬ 
lishment.  The  term  “name  of  the  owner 
or  operator”  shall  Include  in  the  case  of 
a  partnership  the  name  of  each  partner, 
and  in  the  case  of  a  corporation  the  name 
and  title  of  each  corporate  officer  and 
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director  and  the  name  of  the  State  of 
incorporation.  The  information  required 
shali  be  given  separately  for  each  estab¬ 
lishment,  as  defined  In  S  132.1(b). 

(b)  Form  FD-2657  (Drug  Product 
Listing)  requires  furnishing  information 
required  by  the  act  as  follows: 

( 1 )  A  list  of  drugs,  including  bulk  drug 
substances  and  drug  premixes  for  use 
in  the  manufacture  of  animal  feeds  as 
well  as  finished  dosage  forms,  by  estab¬ 
lished  name  as  defined  in  section  502(e) 
of  the  act  and  by  proprietary  name, 
which  are  being  manxifactured,  prepared, 
propagated,  compoimded,  or  processed 
for  commercial  distribution  and  which 
have  not  been  included  in  any  list  pre¬ 
viously  submitted  on  Form  PD-2657 
(Drug  Product  Listing)  or  in  conjunc¬ 
tion  with  the  Pood  and  Drug  Administra¬ 
tion  voluntary  inventory  on  Form  PD- 
2422  (Survey  Report  of  Marketed  Drugs) , 
or  Form  FD-2250  (National  Drug  Code 
Directory  Input), 

(2)  For  each  drug  so  listed  which  is 
regarded  by  the  registrant  as  subject  to 
section  505,  506,  507,  or  512  of  the  act, 
the  new  drug  application  number,  abbre¬ 
viated  new  drug  application  uumber,  new 
animal  drug  application  number,  or  Form 
5  or  Form  6  number,  and  a  copy  of  all 
current  labeling,  except  that  only  one 
representative  container  or  carton  label 
need  be  submitted  where  differences  exist 
only  in  the  quantity  of  contents  state¬ 
ment. 

(3)  For  each  drug  so  listed  which  is 
regarded  by  the  registrant  as  subject  to 
section  351  of  the  Public  Health  Service 
Act,  the  license  number  of  the  manufac¬ 
turer. 

(4)  For  each  human  drug  so  listed 
which  is  subject  to  section  503(b)  (1)  of 
the  act  and  regarded  by  the  registrant  as 
not  subject  to  section  505,  506,  or  507  of 
the  act  or  351  of  the  Public  Health  Serv¬ 
ice  Act,  and  which  is  not  manufactured 
by  a  registered  blood  bank,  a  copy  of  all 
current  labeling  except  that  only  one  rep¬ 
resentative  container  or  carton  label 
need  be  submitted  where  differences 
exist  only  in  the  quantity  of  contents 
statement  and  a  representative  sampling 
of  advertisements. 

(5)  For  each  human  over-the-counter 
drug  or  each  animal  drug  so  listed  which 
is  regarded  by  the  registrant  as  not  sub¬ 
ject  to  section  505,  506,  507,  or  512  of  the 
act,  or  351  of  the  Public  Health  Service 
Act,  a  copy  of  the  label  except  that  only 
one  representative  container  or  carton 
label  need  be  submitted  where  differ¬ 
ences  exist  only  in  the  quantity  of  con¬ 
tents  statement,  package  Insert,  and  a 
representative  sampling  of  any  other 
labeling. 

(6)  For  each  prescription  or  over-the- 
counter  drug  so  listed  which  is  regarded 
by  the  registrant  as  not  subject  to  sec¬ 
tion  505,  506,  507,  or  512  of  the  act,  or  351 
of  the  Public  Health  Service  Act.  and 
which  is  not  manufactured  by  a  regis¬ 
tered  blood  bank,  quantitative  listing  of 
the  active  ingredient (s ) .  If  the  drug  is 
in  unit  dosage  form  the  statements  of  the 
quantity  of  ingredient  shall  express  the 
amount,  not  the  percent,  of  such  ingre¬ 


dient  in  each  such  unit,  unless  the  quan¬ 
titative  listing  is  expressed  as  a  percent¬ 
age  in  the  official  compendium.  If  the 
drug  is  not  in  vmlt  dosage  form,  the  state¬ 
ment  of  tl»  quantity  of  an  ingredient 
shall  express  the  amount,  not  the  per¬ 
cent,  of  such  ingredient  in  a  specific  unit 
of  weight  or  measure  of  the  drug  unless 
the  quantitative  listing  is  expressed  as  a 
percentage  in  the  officisd  compendium, 
except  that  for  drug  premixes  for  use  in 
the  manufacture  of  animal  feeds  such  in¬ 
gredient  which  is  not  an  antibiotic  may 
be  expressed  in  terms  of  percent.  If  a 
drug  premix  has  been  assigned  a  Product 
Code  as  provided  for  in  S  132.8(b)  (2) 
(Hi),  the  quantitative  listing  of  ingredi¬ 
ents  may  be  limited  to  each  variation  of 
level  of  action  drug  ingredient. 

(7)  For  each  drug  listed,  the  registra¬ 
tion  number  of  every  drug  establishment 
within  the  parent  company  at  which  it  is 
manufactured,  prepared,  propagated, 
compoimded,  or  processed. 

(8)  For  each  drug  listed,  the  registra¬ 
tion  number  of  every  drug  establishment 
within  the  parent  company  at  which  it  is 
manufactured,  prepared,  propagated, 
compounded,  or  processed. 

(9)  For  each  drug  so  listed,  the  Na¬ 
tional  Drug  Code  (NDC)  number.  If  no 
NDC  Labeler  Code  number  has  been  as¬ 
signed,  the  Product  Code  and  Package 
Code  will  be  included  and  a  Labeler  Code 
will  be  assigned  as  described  in  §  132.8 
(b)(2)(i). 

§  132.6  Updating  drug  li.xting  informa¬ 
tion. 

(a)  After  submission  of  the  initial 
drug  listing  information,  every  person 
who  is  required  to  list  drugs  pursuant  to 
§  132.2  shall  submit  on  Form  FD-2657 
(Drug  Product  Listing)  during  each  sub¬ 
sequent  June  and  December,  or  at  the 
discretion  of  the  registrant  at  the  time 
the  change  occurs,  the  following 
information: 

(1)  A  list  of  each  drug  introduced  by 
the  registrant  for  commercial  distribu¬ 
tion  which  has  not  been  included  in  any 
list  previously  submitted.  All  of  the  in¬ 
formation  required  by  §  132.5(b)  shall 
be  provided  for  each  such  drug. 

(2)  A  list  of  each  drug  formerly  listed 
pursuant  to  S  132.5(b)  for  which  com¬ 
mercial  distribution  has  been  discon¬ 
tinued,  including  for  each  drug  so  listed 
the  NDC  number,  the  identity  by  estab¬ 
lished  name  and  proprietary  name,  and 
date  of  discontinuance.  It  is  requested 
but  not  required  that  the  reason  for  dis¬ 
continuance  of  distribution  be  included 
with  this  information. 

(3)  A  list  of  each  drug  for  which  a 
notice  of  discontinuance  was  submitted 
pursuant  to  paragraph  (a)  (2)  of  this 
section  and  for  which  commercial  dis¬ 
tribution  has  been  resumed,  including 
for  each  drug  so  listed  the  NDC  number, 
the  Identity  by  established  name  as  de¬ 
fined  in  section  502(e)  of  the  act  and  by 
any  proprietary  name,  the  date  of  re¬ 
sumption,  and  any  other  information 
required  by  i  132.5(b)  not  previously 
submitted. 

(4)  Any  material  change  In  any  In¬ 
formation  previously  submitted. 


(b)  When  no  changes  have  occurred 
since  the  previously  submitted  list,  no 
report  is  required. 

§.  132.7  Additional  drug  lifting  infurma. 
tion. 

(a)  In  addition  to  the  information 
routinely  required  by  §§  132.5  and  132.6, 
the  Commissioner  may  require  submis¬ 
sion  of  the  following  information  by  let¬ 
ter  or  by  Federal  Register  notice: 

(1)  For  a  particular  drug  so  listed 
which  is  subject  to  section  503(b)(1)  of 
the  act  and  regarded  by  the  registrant 
as  not  subject  to  section  505,  506,  or  507 
of  the  act,  upon  request  made  by  the 
Commissioner  for  good  cause,  a  copy  of 
aU  advertisements. 

(2)  For  a  particular  drug  product  so 
listed  which  is  regarded  by  the  registrant 
as  not  subject  to  section  505,  506,  507, 
or  512  of  the  act,  upon  a  finding  by  the 
Commissioner  that  it  is  necessary  to 
carry  out  the  purposes  of  the  act,  a 
quantitative  listing  of  all  ingredients. 

(3)  For  a  particular  drug  product 
upon  request  by  the  Commissioner,  a 
brief  statement  of  the  basis  upon  which 
the  registrant  has  determined  that  the 
drug  product  is  not  subject  to  section 

505,  506,  507,  or  512  of  the  act. 

(4)  For  each  regtetrant,  upon  a  find¬ 
ing  by  the  Commissioner  that  it  is  neces¬ 
sary  to  carry  out  the  purposes  of  the 
act,  a  list  of  each  listed  drug  product 
containing  a  particular  ingredient. 

(b)  It  is  requested  but  not  required 
that  information  concerning  the  quantity 
of  drug  distributed  be  submitted  in  con¬ 
junction  with  the  annual  registration 
in  the  format  prescribed  in  section  of 
Form  FD-2656A  (Optional  Distribution 
Data),  for  each  drug  currently  listed. 

(c)  It  is  requested  but  not  required 
that  a  qualitative  listing  of  the  inactive 
ingredients  be  submitted  for  all  listed 
drugs  in  the  format  prescribed  in  Form 
FD-2657  (Drug  Product  Listing) . 

(d)  It  is  requested  but  not  required 
that  a  quantitative  listing  of  the  active 
ingredients  be  submitted  for  all  drugs 
listed  which  are  subject  to  section  505, 

506,  507,  or  512  of  the  act  or  section  351 
of  the  ^bllc  Health  Service  Act. 

§  132.8  INotification  of  regi.strant;  drug 
e«>lablishnient  registration  number 
and  drug  listing  number. 

(a)  The  Commissioner  will  provide  to 
the  registrant  a  validated  copy  of  Form 
FD-2656  (Registration  of  Drug  Estab¬ 
lishment)  as  evidence  of  registration. 
This  validated  copy  will  be  sent  only  to 
the  location  shown  for  the  registering 
establishment.  A  permanent  registration 
number  will  be  assigned  to  each  drug 
establishment  registered  in  accordance 
with  these  regulations. 

(b)  A  drug  listing  number  will  be  as¬ 
signed.  using  the  National  Drug  Code 
numbering  system,  to  each  drug  or  class 
of  drugs  list^  as  follows: 

(1)  If  a  drug  is  already  listed  in  the 
National  Drug  Code  System  or  in  the 
National  Health  Related  Items  Code 
System,  the  number  will  be  the  same  as 
that  assigned  pursuant  to  those  codes.  A 
lead  zero  will  be  added  by  the  Food  and 
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Drug  Administration  to  the  first  three 
characters  of  the  code,  which  Identifies 
the  manufacturer  or  distributor,  to  ex¬ 
pand  the  “Labeler  Code”  segment  to  four 
characters.  The  National  Drug  Code, 
Product  Code  and  Package  Code  con¬ 
figurations  used  to  describe  such  drugs, 
or  any  new  drugs  added  to  the  product 
line,  will  remain  the  same  (i.e.,  a  four- 
character  Product  Code  and  a  two- 
character  Package  Code).  Alphanumeric 
characters  where  already  used  in  the 
Product  Code  and  Package  Code  seg¬ 
ments  of  the  National  Drug  Code  may  be 
retained;  however,  these  alphanumeric 
characters  may  be  converted  to  all  nu¬ 
meric  digits.  The  manufacturer  or  dis¬ 
tributor  shall  Inform  the  Food  and  Drug 
Administration  of  such  changes. 

(2)  If  a  registered  establishment  or 
distributor  has  not  previously  partici¬ 
pated  in  the  National  Drug  Code  system, 
or  in  the  National  Health  Related  Items 
Code  system,  the  National  Drug  Code 
numbering  system  will  be  used  in  assign¬ 
ing  a  munber,  as  follows  (only  numerics 
will  be  xised) ; 

(i)  The  first  five  numeric  characters 
of  the  10 -character  code  identify  the 
manufacturer  or  distributor  and  are 
knowTi  as  the  Labeler  Code.  The  Pood 
and  Drug  Administration  will  expand  the 
Labeler  Code  from  five  to  six  numeric 
characters  when  the  available  five-char¬ 
acter  code  combinations  are  exhausted. 
These  code  numbers  are  assigned  by  the 
Food  and  Drug  Administration  and  pro¬ 
vided  to  the  registrant  along  with  the 
validated  copy  of  Form  FD-2656  (Regis¬ 
tration  of  Drug  Establishment) .  Any 
registered  firm  that  does  not  have  an 
assigned  “Labeler  Code”  will  be  assigned 
one  when  registration  and  listing  in¬ 
formation  is  submitted. 

(il)  The  last  five  numeric  characters 
of  the  10-character  code  identify  the 
drug  and  the  trade  package  size  and 
type.  The  segment  which  Identifies  the 
drug  formulation  is  known  as  the  Product 
Code  and  the  segment  which  identifies 
the  trade  package  size  and  type  is  known 
as  the  Package  Code.  The  Product  Code 
and  tile  Package  Code  shall  be  assigned 
by  the  manufacturer  or  distributor  prior 
to  drug  listing  and  Included  in  Form 
FD-2657  (Drug  Product  Listing) .  Either 
of  two  methods  may  be  used  by  the  man¬ 
ufacturer  or  distributor  in  assigning  the 
Product  and  Package  Codes;  a  3-2  Prod¬ 
uct-Package  Code  configuration  (i.e., 
542-12)  or  a  4-1  Product-Package  Code 
configuration  (i.e.,  5421-2).  Only  one 
such  Product-Package  Code  configura¬ 
tion  may  be  used  by  a  manufacturer  or 
distributor  with  a  given  Labeler  Code 
and  this  same  configuration  shall  be  used 
in  assigning  the  Product-Package  Codes 
for  all  drugs  included  in  the  drug  listing. 
The  manufacturer  or  distributor  shall 
report  to  the  Pood  and  Drug  Administra¬ 
tion  the  Product-Package  Ctode  configu¬ 
ration  he  used  in  assigning  these  codes. 
Once  a  Product  Code  has  been  assigned 
to  a  specific  drug,  this  same  code  may 
never  ag^dn  be  used  for  any  other  drtig 
regardless  whether  the  drug  has  been 
discontinued. 


(iii)  If  the  drug  formulation  is  a  cus¬ 
tom  premix  intended  for  use  in  the  man¬ 
ufacture  of  an  animal  feed,  a  separate 
Product  Code  is  required  only  for  each 
variation  of  level  of  active  drug  in¬ 
gredient. 

(3)  The  NDC  munber  is  requested  but 
not  required  to  appear  on  all  drug  labels 
and  in  all  drug  labeling,  including  the 
label  of  any  prescription  drug  container 
furnished  to  a  consumer.  If  the  NDC 
number  is  shown  on  a  drug  label  it  shall 
be  placed  as  follows: 

(i)  The  NDC  number  shall  be  placed 
prominently  in  the  top  third  of  the  center 
panel  of  the  label  of  the  immediate  con¬ 
tainer  and  of  the  outside  container  or 
wrapper  if  such  there  be. 

(ii)  The  NDC  number  shall  be  pre¬ 
ceded  by  the  initials  NDC.  in  a  different 
color  or  different  tyi>e  style  (font)  than 
that  used  to  print  the  number  if  the 
label  is  printed  rather  than  t3i;>ewritten, 
whenever  it  is  used  on  a  label  or  In 
labeling. 

(iii)  The  Product-Package  Code  con¬ 
figuration  shall  be  Indicated  and  the  seg¬ 
ments  of  the  munber  shall  be  separated 
by  a  dash  (i.e.,  NDC  15643-542-12  or  NDC 
15643-5421-2). 

(iv)  All  10  characters  shall  appear  and 
the  leading  zeros  in  any  segment  of  the 
NDC  number  shall  be  shown;  Provided, 
however.  That  when  the  NDC  number  is 
used  for  product  identification  by  direct 
imprinting  on  dosage  forms,  leading  zeros 
may  be  dropped  from  the  Product  Code 
segment  of  the  NDC  number. 

(V)  The  placing  of  the  assigned  NDC 
number  on  a  label  or  in  labeling  does 
not  require  the  submission  of  a  supple¬ 
mental  new  drug  application,  supple¬ 
mental  new  animal  drug  application,  or 
supplemental  antibiotic  Form  5  or  6. 

(4)  If  any  material  change  occurs  in 
product  characteristics  (including  but 
not  limited  to  a  change  in  dosage  form, 
active  ingredient(s)  or  active  ingredi¬ 
ent  (s)  strength  or  concentration,  route 
of  administration,  or  product  name,  etc.) 
a  new  NDC  number  shall  be  assigned  by 
the  registrant  to  the  new  product  ver¬ 
sion  and  the  information  submitted  to 
the  Food  and  Drug  Administration.  If  a 
change  in  packaging  code  can  be  revised 
the  trade  package  code  can  be  revised 
without  the  necessity  of  assigning  a  new 
product  code  segment,  but  the  Food  and 
Drug  Administration  shall  be  Informed 
about  the  new  trade  package  code  and 
characteristics. 

(c)  Although  registration  and  drug 
listing  are  required  to  engage  In  the 
drug  activities  described  In  S  132.2, 
validation  of  registration  and  the  as¬ 
signment  of  a  drug  listing  number  do 
not,  in  themselves,  establish  that  the 
holder  of  the  registration  Is  legally 
qualified  to  deal  in  such  drugs. 

§  132.9  Inspection  of  registrations  and 
drug  listings. 

(a)  A  copy  of  the  Form  PD-2656 
(Registration  of  Drug  Establishment) 
filed  by  the  registrant  wlU  be  available 
for  Inspection  piusuant  to  section  510(f) 
of  the  act,  at  the  Department  of  Health, 


Education,  and  Welfare,  Food  and  Drug 
Administration,  Biu^au  of  Drugs,  Reg¬ 
istration  Section.  5600  Fishers  Lane, 
Rockville,  MD  20852.  In  addition,  there 
will  be  available  for  Inspection  at  each 
of  the  Food  and  Drug  Administration 
district  offices  the  same  Information  for 
firms  within  the  geographical  area  of 
such  district  office.  Upon  request  and 
receipt  of  a  self-addressed  stamped  en¬ 
velope,  vertificatlon  of  registration  num¬ 
ber,  or  location  of  a  registered  concern 
will  be  provided. 

( 1 )  The  following  information  submit¬ 
ted  pursuant  to  the  drug  listing  require¬ 
ments  is  illustrative  of  the  type  of  infor¬ 
mation  that  will  be  available  for  public 
disclosure  when  it  is  compiled: 

(1)  A  list  of  all  drug  products. 

(11)  A  list  of  all  drug  products  broken 
down  by  labeled  Indications  or  pharma¬ 
cological  category. 

(ill)  A  list  of  all  drug  products,  broken 
down  by  manufacturer. 

(Iv)  A  list  of  a  drug  product’s  active 
ingredients. 

(V)  A  list  of  drug  products  newly  mar¬ 
keted  or  where  marketing  Is  resumed. 

(Vi)  A  list  of  drug  products  discon¬ 
tinued. 

(vii)  All  labeling. 

(viil)  All  advertising. 

(ix)  All  data  or  Information  that  has 
already  become  a  matter  of  public 
knowledge. 

(2)  The  following  information  sub¬ 
mitted  pursuant  to  the  drug  listing  re- 
qmrement  Is  illustrative  of  the  type  of 
information  that  will  not  be  available  for 
public  disclosure; 

(1)  Any  data  or  information  submitted 
as  the  basis  upon  which  it  has  been  de¬ 
termined  that  a  particular  drug  product 
is  not  subject  to  section  505,  506,  507,  or 
512  of  the  act. 

(ii)  A  list  of  a  drug  product’s  inactive 
ingredients. 

(iii)  A  list  of  drugs  containing  a  par¬ 
ticular  ingredient. 

(iv)  Provided,  That  any  of  the  above 
information  will  be  available  for  public 
disclosure  if  it  has  already  become  a 
matter  of  public  knowledge  or  if  the 
Commissioner  finds  that  confidentiality 
would  be  Inconsistent  with  protection  of 
the  public  health. 

(b)  Requests  for  information  about 
registrations  and  drug  listings  should 
be  directed  to  the  Department  of  Health, 
Education,  and  Welfare.  Food  and  Drug 
Administration,  Bureau  of  Drugs,  Regis¬ 
tration  Section,  5600  Fishers  Lane,  Rock¬ 
ville,  MD  20852. 

§  132.10  Amendments  to  registration. 

Changes  in  individual  ownership,  cor¬ 
porate  or  partnership  structure  location 
or  drug-handling  activity,  shall  be  sub¬ 
mitted  by  Form  PD-2656  (Registration 
of  Drug  Establishment)  as  amendment 
to  registration  within  5  days  of  such 
changes.  Changes  in  the  names  of  offi¬ 
cers  and  directors  of  the  corporations  do 
not  require  such  amendment  but  must 
be  shown  at  time  of  annual  registration. 
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§  132.11  Misbranding  by  reference  to 
registration  or  to  registration  number. 

Registration  of  a  drug  establishment 
or  drug  wholesaler  or  assignment  of  a 
registration  number  or  assignment  of  a 
NDC  number  does  not  in  any  way  denote 
approval  of  the  firm  or  its  products.  Any 
representation  that  creates  an  impres¬ 
sion  of  ofiBcial  approval  because  of  regis¬ 
tration  or  possession  of  registration  num¬ 
ber  or  NDC  number  is  misleading  and 
constitutes  misbranding. 

Subpart  C — Procedures  for  Foreign  Drug 
Establishments 

§  132.31  Drug  listing  requirements  for 
foreign  drug  establishments. 

(a)  Every  foreign  drug  establishment 
shall  comply  with  the  drug  listing  re¬ 
quirements  contained  in  Subpart  B  of 
this  part,  unless  exempt  under  Subpart 
D  of  this  part,  whether  or  not  it  is  also 
registered. 

(b)  No  drug  may  be  imported  from  a 
foreign  drug  establishment  into  the 
United  States  except  a  drug  imported  or 
offered  for  import  pursuant  to  the  in¬ 
vestigational  use  provisions  of  §  130.3, 
unless  it  is  first  the  subject  of  a  drug 
listing  as  required  in  Subpart  B  of  this 
part.  The  drug  listing  information  shall 
be  in  the  English  language. 

(c)  Foreign  drug  establishments  shall 
submit  as  part  of  the  drug  listing,  the 
name  and  address  of  the  establishment 
and  the  name  of  the  individual  respon¬ 
sible  for  submitting  drug  listing  infor¬ 
mation.  Any  changes  in  this  information 
shall  be  reported  to  the  Food  and  Drug 
Administration  at  the  intervals  specified 
for  updating  drug  listing  information  in 
§  132.6(a). 

Subpart  D — Exemptions 

§  132.51  Exemptions  for  domestic  esiab- 
lishments. 

The  following  classes  of  persons  are 
exempt  from  registration  and  drug  list¬ 


ing  in  accordance  with  this  Part  132 
under  the  provisions  of  section  510(g), 
(1),  (2),  and  (3)  of  the  act,  or  because 
the  Commissioner  has  found,  under  sec¬ 
tion  510(g)  <4),  that  such  registration  is 
not  necessary  for  the  protection  of  the 
public  health. 

(a)  Pharmacies  that  are  operating 
under  applicable  local  laws  regulating 
dispersing  of  prescription  drugs  and  that 
do  not  manufacture,  prepare,  propagate, 
compound,  or  process  drugs  for  sale  other 
than  in  the  regular  course  of  the  practice 
of  the  profession  of  pharmacy  including 
the  business  of  dispensing  and  selling 
drugs  at  retail.  The  supplying  by  such 
pharmacies  of  prescription  drugs  to  a 
practitioner  licensed  to  administer  such 
drugs  for  his  use  in  the  course  of  his 
professional  practice  or  to  other  pharma¬ 
cies  to  meet  temporary  inventory  short¬ 
ages  are  not  acts  which  require  such 
pharmacies  to  register. 

(b)  Hospitals,  clinics,  and  public 
health  agencies  which  maintain  estab¬ 
lishments  in  conformance  with  any  ap¬ 
plicable  local  laws  regulating  the  prac¬ 
tices  of  pharmacy  and  medicine  and 
which  are  regularly  engaged  in  dispens¬ 
ing  prescription  drugs,  other  than  hu¬ 
man  blood  or  blood  products,  upon 
prescription  of  practitioners  licensed 
by  law  to  administer  such  drug  for  pa¬ 
tients  under  the  care  of  such  practi¬ 
tioners  in  the  course  of  their  professional 
practice. 

(c)  Practitioners  who  are  licensed  by 
law  to  prescribe  or  administer  drugs  and 
who  manufacture,  prepare,  propagate, 
compound,  or  process  drugs  solely  for 
use  in  the  course  of  their  professional 
practice. 

(d)  Persons  who  manufacture,  pre¬ 
pare,  propagate,  compound,  or  process 
drugs  solely  for  use  in  research,  teach¬ 
ing,  or  chemical  analysis  and  not  for  sale. 


(e)  Manufacturers  of  harmless  inac¬ 
tive  ingredients  which  are  excipients, 
colorings,  flavorings,  emulsifiers,  lubri¬ 
cants,  preservatives,  or  solvents  that  be- 

.^ome  componmts  of  drugs,  and  who 
otherwise  would  not  be  required  to  regis¬ 
ter  imder  the  provisions  of  this  Part  132. 

(f)  Any  person  who  uses  drugs  to  pre¬ 
pare  feed  for  his  own  iinimals:  Provided, 
That  under  the  act  and  its  regulations 
such  person  would  not  be  required  to 
hold  an  approved  new  animal  drug  ap¬ 
plication  (or  supplement  thereto)  or  a 
Form  FD-1800  in  order  to  possess  and 
use  the  drug. 

(g)  Any  manufacturer  of  a  virus, 
serum,  toxin,  or  analogous  product  in¬ 
tended  for  treatment  of  domestic  ani¬ 
mals,  who  holds  an  imsuspended  and  un- 
revoked  license  issued  by  the  Secretary 
of  Agriculture  imder  the  animal  virus- 
serum-toxin  law  of  March  4,  1913  (37 
Stat.  832;  21  U.S.C.  151  et  seq.) :  Provided. 
That  such  exemption  from  registration 
shall  apply  only  with  respect  to  the 
manufacture  of  such  animal  virus,  serum, 
toxin,  or  analogous  product. 

(h)  Carriers,  by  reason  of  their  receipt, 
carriage,  holding,  or  delivery  of  drugs  in 
the  usual  course  of  business  as  carriers. 

Effective  date.  This  order  shall  be  ef¬ 
fective  on  March  7,  1973,  except  that 
§  132.8(b)  (3)  shall  not  be  effective  for 
labeling  bearing  a  National  Drug  Code 
number  printed  prior  to  July  1,  1973.  All 
registered  drug  establishments  and  all 
distributors  who  voluntarily  elect  to  sub¬ 
mit  drug  listing  information  shall  sub¬ 
mit  the  first  drug  listing  to  the  Food  and 
Drug  Administration  during  the  month 
of  June  1973. 

Dated:  March  2.  1973, 

She  R WIN  Gardner, 
Deputy  Commissioner 
of  Food  and  Drugs. 

[FR  Doc.73-4319  FUed  3-6-73:8:45  am] 
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